From: Segal. Mark

To: Schechtman, Michael

Cc: Lobar, Bryan

Subject: Contact for the NAS ETIPC study contract work.
Date: Tuesday, February 02, 2016 3:10:00 PM
Michael,

Following up on some ETIPC business

I’d like to connect you with my EPA colleague, Bryan Lobar. By way of
introduction, he is the EPA Project Officer for the three Interagency Agreements
that will support the NAS Biotechnology Regulations Study, and is also serving as
the project officer for our Task Order on the Contract with NAS.

He’ll be your program official counterpart for transferring the USDA-ARS portion
of the NAS project budget. He has all the answers for you.

Talk to you tomorrow on the 3 pm call.

Mark Segal

202-564-7644
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From: Segal, Mark

To: Mcclung. Gwendolyn

Subject: FW: Biotech update NAS study

Date: Wednesday, January 06, 2016 12:08:00 PM
FYI

Any ideas welcome

From: Lobar, Bryan

Sent: Wednesday, January 06, 2016 11:18 AM
To: Morris, Jeff

Cc: Segal, Mark ; Burns, Mike

Subject: Biotech update

Jeff:

—
@ )
P 3
o) ~
=
o
(on
Q
-

Planning and Assessment


mailto:/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=348F57AC22CF4929A24558C171C781A3-MSEGAL
mailto:Mcclung.Gwendolyn@epa.gov

From: Segal. Mark

To: Morris, Jeff; Henry, Tala

Subject: Fw: Draft NAS Task Statement -- EPA points of contact
Date: Friday, May 01, 2015 3:24:25 PM

Attachments: Draft SOT-biotech study-FDA comments-5 1 15.docx

OutlookEmoiji-.png

Mark Segal

From: Linden, Carol

Sent: Friday, May 1, 2015 3:02 PM

To: Morris, Jeff; Jordan, William; Nalubola, Ritu; Firko, Michael J - APHIS; McKalip, Doug - OSEC
Cc: Cournoyer, Patrick; Henry, Tala; Segal, Mark

Subject: RE: Draft NAS Task Statement -- EPA points of contact
refer to sending agency

Carol

Carol D. Linden, Ph.D.

Director, Office of Regulatory Science and Innovation

Office of the Chief Scientist/Office of the Commissioner

Food and Drug Administration

Carol.linden@fda.hhs.gov

Phone: 301-796-8527

Executive Assistant: Diane Rose

Diane.rose@fda.hhs.gov

Phone: 301-796-8187

This e-mail message is intended for the individual or entity to which it is addressed. It may contain
privileged, confidential information that is protected from disclosure under applicable laws. If you
are not the addressee, or a person authorized to deliver the document to the addressee, please note
that you are strictly prohibited from reviewing, copying, disclosing, disseminating or distributing
this material or any other action based on the contents of this material. If you have received this
communication in error, please permanently delete this from your system immediately. Thank you.

From: Morris, Jeff [mailto:Morris.Jeff@epa.gov]

Sent: Wednesday, April 29, 2015 2:13 PM

To: Jordan, William; Nalubola, Ritu; Firko, Michael J - APHIS; McKalip, Doug - OSEC

Cc: Linden, Carol; Cournoyer, Patrick; Henry, Tala; Segal, Mark

Subject: RE: Draft NAS Task Statement -- EPA points of contact

And those two contacts are Tala Henry and Mark Segal from my office. I’ve cc’d them so that you
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mailto:Morris.Jeff@epa.gov
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DRAFT, DELIBERATIVE, DO NOT DISTRIBUTE

[bookmark: _GoBack]Future Biotechnology Products and Opportunities Related to Enhance Capabilities of the Biotechnology Regulatory System 	Comment by Author: Overarching comments, questions:
-Please note FDA input on this SOT provided here is preliminary only, and we may have additional/different concerns, input based on wording in the final WH Memo.
-Depending on how the scope of work and specific tasks for the study will evolve, it could be necessary/beneficial to describe the Committee membership by expertise to ensure that there are contributors who actually understand the regulatory system and not just the technology. 
-It is our understanding that this study will not address social, ethical, or philosophical issues associated with products of biotechnology or generally concerns related to scientific advancements/role of government/public perceptions/etc. – it would be worth acknowledging these values-based issues and noting their exclusion of scope somewhere in the SOT. 
-Is this SOT expected to be made public and in what form? Will this be attached to the WH Memo, which includes a recommendation for this study?

Draft: Background and Statement of Task



Background: In 1986, the Federal government issued the Coordinated Framework for the Regulation of Biotechnology (OSTP 1986), which described a “comprehensive federal regulatory policy for ensuring the safety of biotechnology research and products.” The Framework was further clarified in 1992 by an additional Federal Register notice (Federal Register 57, 6753, February 27) containing a policy statement on food from GE plants. Key aspects of the Coordinated Framework are as follows:

· Existing statutes are adequate to deal with both research on and the products and processes of biotechnology at the time the Coordinated Framework was issued, although it was recognized that “there can always be potential problems and deficiencies in the regulatory apparatus in a fast moving field” (OSTP 1986). Further, the Coordinated Framework indicated that the regulatory authorities of different agencies had the same degree of rigor, so that products of biotechnology will be judged relatively equally across the USG.

· The primary agencies with jurisdiction to regulate this list of products of biotechnology areas are the Food and Drug Administration (FDA), the U.S. Department of Agriculture (USDA), and the Environmental Protection Agency (EPA). The jurisdictional authorities of the agencies over the products of biotechnology are determined by the intended use of the to which the products will be put “as has been the case for traditional products” (OSTP 1986).

· The primary agencies with authority to oversee biotechnology research are the National Institutes of Health, the National Science Foundation, USDA, and EPA , with the expectation that the approval of contained federally funded research would be made by the funding agency. . Examples of the , The list of items and areas considered to be part of the realm covered by the term “biotechnology” includes raw foods, processed foods waste treatment methods, human and animal medical products (such as vaccines to be used in humans or animals, and pharmaceuticals) and medical devices), biologics, pesticides, and other products including modified plants, animals, or microorganisms themselves.	Comment by Author: Edits to this list are to capture FDA regulated medical products more appropriately.	Comment by Author: Modified not appropriate here, since this is merely a list of product categories that may or may not be biotech products.

If needed, could use “genetically engineered”

· Regulation of biotechnology products is to be based on their characteristics and any product-specific risks, not by the process used to produce them (Kingsbury 1994). 

Since the Coordinated Framework was issued, there has been an explosion of discovery and productivity in biotechnology, driving the development of whole new industries and products. The importance of the contributions of life science research was recognized by the current Administration in 2012 in the “National Bioeconomy Blueprint” (White House, 2012).

“Decades of life-sciences research and the development of increasingly powerful tools for obtaining and using biological data have brought us closer to the threshold of a previously unimaginable future: “ready to burn” liquid fuels produced directly from CO2, biodegradable plastics made not from oil but from renewable biomass, tailored food products to meet specialized dietary requirements, personalized medical treatments based on a patient’s own genomic information, and novel biosensors for real-time monitoring of the environment.” 

The Bioeconomy Blueprint acknowledges three technologies as the foundation of the growth of today’s bioeconomy: genetic engineering, gene sequencing, and automated high-throughput manipulations.  Although these technologies still have great potential, tomorrow’s bioeconomy, according to the Blueprint, relies on the expansion of emerging technologies, such as synthetic biology, proteomics, bioinformatics, and new technologies not even yet imagined. The Blueprint also recognizes emerging trends in research that point to advances in health, biological-based energy production, agriculture, biomanufacturing, and environmental remediation. Importantly, the Blueprint highlights the need for the regulatory system to evolve to improve predictability and reduce uncertainty in regulatory processes and requirements. 

Statement of Task: 

An NRC committee will assess the landscape of future biotechnology products, and identify any risks unique to these products as compared to contemporary GE products, as well as potential approaches to safety evaluation of those identified unique risks. The committee will engage with EPA, FDA, and USDA, and other agencies, as appropriate, as it implements the tasks elaborated below.



AnThe NRC committee will produce a consensus report designed to answer the questions: (1) “What are the major advances in biotechnology that were not considered when the 1992 Coordinated Framework was developed,  current emerging trends in biotechnology that may not have been foreseen in the 1986 Coordinated Framework? (2) How might the potential unique risks associated with these future products of biotechnology be effectively evaluated? Which capabilities and expertise would be useful for safety evaluations of such future products of biotechnology?” and how are products using these advances shepherded through the regulatory system?  What additional capabilities and/or expertise would enhance the ability of regulatory agencies to efficiently evaluate biotechnology products?” To answer these questions, tThe committee will consider the following tasks:

· Review the existing regulatory system for biotechnology research and products, including but perhaps not limited to, regulations administered by EPA, USDA, and HHS, and describe the authorities under each agency’s jurisdiction as they pertain to the products of biotechnology.  	Comment by Author: The panel should rely on regulatory agencies to provide information about their existing regulatory systems. We think a systematic review of existing systems by the external body would be unnecessary, challenging, and could be a distraction.



· (1) Describe potential biotechnology products over the next 5 10-15 years that could be introduced into the environment, agriculture, human food, and/or food for animals;, and “map” these potential products on the regulatory landscape and identifycapabilities and expertise that would assist regulatory agencies in making efficient and sound evaluations.  Consider novel regulatory approaches to evaluating product safety. 	Comment by Author: We recommend scaling back this timeframe. Predicting 10-15 years out will be fraught with uncertainty. Particularly given the wording in the Memo for such external review to be repeated, we think this timeframe should be about 5 years out -- and in any case, this timeframe should be aligned with the wording in the Memo.



· (2) Identify approaches that would be necessary for ensuring the safety of these future products for human and animal health and the environment. In doing so, the committee may consider the regulatory landscape potentially relevant to these products. The committee should identify potential opportunities for agencies to work in a coordinated manner on the same products, and ensure appropriate expertise and efficiencies; 



· (3) The committee should identify potential hazards and the likelihood of risks on a product-specific basis. Suitable science-based questions regarding safety should be identified, including consideration of the use or development of novel validated methods to assess safety and,  where appropriate, effectiveness;



(4) Summarize available literature on techniques for evaluating potential relative risks, and to the extent possible, providing some estimate of quantitative measure of such risks. for quantifying relative benefits and risks of biotechnology products and

how to effectively communicate those findings to policy makers and the public.



References 
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have their emails if you would like a call next week. Thanks.

From: Jordan, William

Sent: Monday, April 27, 2015 1:45 PM

To: Morris, Jeff; Nalubola, Ritu; Firko, Michael J - APHIS; McKalip, Doug - OSEC

Cc: Linden, Carol; Cournoyer, Patrick

Subject: RE: Draft NAS Task Statement

I'll be on travel from May 4-8. So | hope Jeff and | can find someone to work on this while we are
both out of the office. Please stay tuned for another EPA contact.

Thanks,
Bill
Sent from my Windows Phone

From: Morris, Jeff

Sent: 4/27/2015 10:27 AM

To: Nalubola, Ritu; Jordan, William; Firko, Michael J - APHIS; McKalip, Doug - OSEC

Cc: Linden, Carol; Cournoyer, Patrick

Subject: RE: Draft NAS Task Statement

Just a heads up: | will be on vacation May 1-15. So if we’re not ready to have a call until after
Thursday, Bill Jordan will represent EPA. Thanks.

Jeff

From: Nalubola, Ritu [mailto:Ritu.Nalubola@fda.hhs.gov]
Sent: Monday, April 27, 2015 9:26 AM

To: Morris, Jeff; Jordan, William; Firko, Michael J - APHIS; McKalip, Doug - OSEC
Cc: Linden, Carol; Cournoyer, Patrick

Subject: RE: Draft NAS Task Statement
refer to sending agency

Ritu

From: Morris, Jeff [mailto:Morris.Jeff@epa.gov]
Sent: Monday, April 27, 2015 7:32 AM

To: Nalubola, Ritu; Jordan, William; Firko, Michael J - APHIS; McKalip, Doug - OSEC
Subject: Draft NAS Task Statement
Ritu,

Je

Jeffery T. Morris, PhD

Deputy Director, Office of Pollution Prevention & Toxics
US Environmental Protection Agency

1200 Pennsylvania Avenue, NW (MC-7401M)
Washington, DC 20460

(202) 564-6756

From: Nalubola, Ritu [mailto:Ritu.Nalubola@fda.hhs.gov]
Sent: Friday, April 24, 2015 2:43 PM
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To: Jordan, William; Morris, Jeff; Firko, Michael J - APHIS; McKalip, Doug - OSEC
Cc: Linden, Carol; Cournoyer, Patrick
Subject: RE: Review draft memorandum

Ritu

Ritu Nalubola, Ph.D.

Senior Policy Advisor

Office of Policy, Office of the Commissioner
U.S. Food and Drug Administration

WO32, Room 4236

Phone: 301-796-3252

Fax: 301-847-3541

Email: Ritu.Nalubola@fda.hhs.gov

From: Jordan, William [mailto:Jordan.William@epa.gov]

Sent: Monday, April 20, 2015 12:19 PM

To: Firko, Michael J - APHIS; Barbero, Robbie; Nalubola, Ritu; Costanza, Jed; Bucknall, Janet L - APHIS; Morris,
Jeff

Cc: Stebbins, Michael J.; McKalip, Doug - OSEC

Subject: RE: Review draft memorandum

Robbie —

Thanks,
Bill

William Jordan

Deputy Director, Programs

Office of Pesticide Programs

U. S. Environmental Protection Agency
Phone: 703-305-1049

Fax: 703-308-4776

Mailing Address: Courier Address:

USEPA Headquarters Potomac Yards South
Clinton Building 2777 Crystal Drive

1200 Pennsylvania Ave., NW Room 12-235
Mail Code (7501P) Arlington, VA
Washington, DC 20460

From: Firko, Michael J - APHIS [mailto:Michael.J.Firko@aphis.usda.gov]
Sent: Monday, April 20, 2015 11:58 AM

To: Barbero, Robbie; 'Ritu.Nalubola@fda.hhs.gov'; 'Jed.Costanza@fda.hhs.gov'; Bucknall, Janet L -
APHIS; Jordan, William; Morris, Jeff

Cc: Stebbins, Michael J.; McKalip, Doug - OSEC

Subject: RE: Review draft memorandum

Robbhie,
refer to sending agency



mailto:Ritu.Nalubola@fda.hhs.gov
mailto:Jordan.William@epa.gov
mailto:Michael.J.Firko@aphis.usda.gov

Michael J. Firko, Ph.D., Deputy Administrator
Animal and Plant Health Inspection Service (APHIS)
Biotechnology Regulatory Services (BRS)

United States Department of Agriculture (USDA)
4700 River Road, Unit 98

Riverdale, MD 20737

Riverdale: (301) 851-3941

DC: (202) 799-7103

mobile: (202) 230-8686



From: Camacho. Iris

To: Segal, Mark

Subject: FW: Interagency Agreement for the NRC Biotech Study-APHIS needs contact
Date: Friday, September 04, 2015 12:01:18 PM

Attachments: Draft Statement of Task Biotech and Regulations 2015_07_29 4PM.docx

Hi Mark,

b) (5)

|

Iris A. Camacho, Ph.D.

Acting Branch Chief, Assessment Branch 2
U.S. Environmental Protection Agency

Office of Pollution Prevention and Toxics
William Jefferson Clinton Building East, 6334-E
Washington, DC 20460

Phone: 202-564-1229

Office hours: 9:00 am-6:30 pm

Email: camacho.iris@epa.gov

From: Burns, Mike

Sent: Friday, September 04, 2015 11:55 AM

To: Kapust, Edna

Cc: Fort, Felecia; Bowie, Cynthia; Segal, Mark; Camacho, Iris; Barone, Stan; Henry, Tala; Morris, Jeff
Subject: RE: Interagency Agreement for the NRC Biotech Study-APHIS needs contact

Thanks for your work on this, Edna.

|
= G
L —~
= ul
»n N |

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Kapust, Edna

Sent: Thursday, September 03, 2015 4:02 PM

To: Bowie, Cynthia; Burns, Mike

Cc: Fort, Felecia

Subject: RE: Interagency Agreement for the NRC Biotech Study-APHIS needs contact
Mike,

(b) (5)



mailto:/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5598d2cc8e3c4302aff255a840a991dc-Camacho, Iris
mailto:Segal.Mark@epa.gov
mailto:camacho.iris@epa.gov

DRAFT, DELIBERATIVE, DO NOT DISTRIBUTE

[bookmark: _GoBack]Future Biotechnology Products and Opportunities to Enhance Capabilities of the Biotechnology Regulatory System 

Draft: Background and Statement of Task



Background: In 1986, the Federal government issued the Coordinated Framework for the Regulation of Biotechnology (OSTP 1986), which outlined a comprehensive federal regulatory policy for ensuring the safety of biotechnology products. The Framework was further clarified in 1992 by an additional Federal Register notice (OSTP 1992) containing a policy statement. Key aspects of the Coordinated Framework are as follows:

· Existing statutes are adequate to deal with both research on and safety evaluations of the products and processes of biotechnology, although the Coordinated Framework recognized that “there can always be potential problems and deficiencies in the regulatory apparatus in a fast moving field” (OSTP 1986). 

· Biotechnology products could include raw foods, processed foods, waste treatment methods, human and animal medical products (such as drugs, biologics and devices), pesticides, and other products including modified plants, animals, or microorganisms themselves.

· The primary agencies with jurisdiction to regulate products of biotechnology are the Food and Drug Administration (FDA), the U.S. Department of Agriculture (USDA), and the Environmental Protection Agency (EPA). The jurisdictional authorities of the agencies over the products of biotechnology are determined by the use of the products “as has been the case for traditional products” (OSTP 1986).

· Regulation of biotechnology products is to be based on their characteristics and any product-specific risks, not by the process used to produce them (OSTP 1992). 

In July, 2015, the current Administration issued a memorandum directing the EPA, FDA, and USDA to update the Coordinated Framework, develop a long-term strategy to ensure that the system is prepared for the future products of biotechnology, and commission an external analysis of the future landscape of biotechnology products to support this effort. The objective of these activities is “to ensure public confidence in the regulatory system and to prevent unnecessary barriers to future innovation and competitiveness by improving the transparency, coordination, predictability, and efficiency of the regulation of biotechnology products[footnoteRef:2] while continuing to protect health and the environment.” The National Academies of Sciences, Engineering, and Medicine have been asked to conduct the external analysis of the future landscape of biotechnology products and to “identify (1) potential new risks and frameworks for risk assessment and (2) areas in which the risks or lack of risks relating to the products of biotechnology are well understood.”  [2:  The July 2 memo stated that for the purpose of the memo, “biotechnology products” refers to products developed through genetic engineering or the targeted or in vitro manipulation of genetic information of organisms, including plants, animals, and microbes. It also covers some of the products produced by such plants, animals, and microbes or their derived products as determined by existing statutes and regulations. Products such as human drugs and medical devices are not the focus of the activities described in this memo.  ] 


This memorandum recognized that advances in science and technology “have dramatically altered the biotechnology landscape since the 1992 update of the CF.” For example, the Coordinated Framework focused on products of biotechnology created with recombinant DNA (rDNA) and in vitro technologies.  Now genetic engineering includes both in vitro and in vivo technologies, and along with rDNA, there have been advances in the ability to synthesize DNA and to use genome editing techniques to engineer organisms such as plants, animals, and microbes.  Regulators, policy makers, and practitioners will benefit from a sound understanding of the techniques currently in use and under development for modifying and adapting organisms and how these techniques are and might be applied (separately and in combination) for product development. This could include products with applications in energy, biomanufacturing, agriculture, and environmental protection, such as “ready to burn” liquid fuels produced directly from CO2, bio-based chemicals, tailored food products to meet specialized dietary requirements, and novel biosensors for real-time monitoring of the environment.

Based on this “horizon scanning,” an assessment of the risks and uncertainties that might be associated with the future products of biotechnology using these and other techniques would contribute to advancing the U.S. regulatory system to address future needs. This evaluation would include whether or to what extent products of these technological advances and current or envisioned applications introduce new types of risks or whether they are likely to mitigate risks. 

Statement of Task

An NRC committee will produce a consensus report designed to answer the questions “What will the likely future products of biotechnology be over the next 5-10 years? What scientific capabilities, tools and/or expertise may be needed by the regulatory agencies to ensure they make efficient and sound evaluations of the likely future products of biotechnology?”

The committee will:

· Describe the major advances and the potential new types of biotechnology products likely to emerge over the next 5-10 years.



· Describe the existing risk analysis system for biotechnology products including, but perhaps not limited to, risk analyses developed and used by EPA, USDA, and FDA, and describe each agency’s authorities as they pertain to the products of biotechnology.  



· Determine whether potential future products could pose different types of risks relative to existing products and organisms. Where appropriate, identify areas in which the risks or lack of risks relating to the products of biotechnology are well understood.



· Indicate what scientific capabilities, tools, and expertise may be useful to the regulatory agencies to support oversight of potential future products of biotechnology.   

References 

Office of Science and Technology Policy. 1986. Coordinated Framework for Regulation of Biotechnology. 51 FR 23302, June 26, 1986

Office of Science and Technology Policy. 1992. Exercise of Federal Oversight Within Scope of Statutory Authority: Planned Introductions of Biotechnology Products into the Environment. 57 FR 6753, February 27, 1992. 

The White House. 2015. Memorandum for Heads of Food and Drug Administration, Environmental Protection Agency, and Department of Agriculture: Modernizing the Regulatory System for Biotechnology Products. https://www.whitehouse.gov/sites/default/files/microsites/ostp/modernizing_the_reg_system_for_biotech_products_memo_final.pdf, July 2, 2015




Edna Kapust
U.S. EPA
Office of Chemical Safety and Pollution Prevention

Washington, DC 20460

Phone: 202.564.8818

From: Bowie, Cynthia

Sent: Thursday, September 03, 2015 2:55 PM

To: Kapust, Edna

Subject: FW: Interagency Agreement for the NRC Biotech Study-APHIS needs contact
FYI

From: Burns, Mike

Sent: Thursday, September 03, 2015 10:51 AM
To: Bowie, Cynthia

Subject: FW: Interagency Agreement for the NRC Biotech Study-APHIS needs contact
Do we know what needs to be done at this point?
Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Segal, Mark

Sent: Thursday, September 03, 2015 10:22 AM

To: Burns, Mike

Subject: FW: Interagency Agreement for the NRC Biotech Study-APHIS needs contact

From: Hughes, William D - APHIS [mailto:William.D.Hughes@aphis.usda.gov]



mailto:William.D.Hughes@aphis.usda.gov

Sent: Thursday, September 03, 2015 10:18 AM

To: Segal, Mark

Cc: Burns, Mike; Abel, Sidney W - APHIS

Subject: RE: Interagency Agreement for the NRC Biotech Study
Mark,
.

Thanks,

Bill

William D. Hughes
Financial Manager
USDA, APHIS, BRS
Phone: 301 851-3914
Fax: 301 734-6352

From: Segal, Mark [mailto:Segal.Mark@epa.gov]
Sent: Monday, August 31, 2015 1:45 PM

To: Hughes, William D - APHIS
Cc: Burns, Mike
Subject: Re: Interagency Agreement for the NRC Biotech Study

Mike,

(b) (5)

Thanks.

From: Hughes, William D - APHIS <William.D.Hughes@aphis.usda.gov>
Sent: Monday, August 31, 2015 1:19 PM

To: Segal, Mark

Cc: Abel, Sidney W - APHIS

Subject: Interagency Agreement for the NRC Biotech Study

Mark,

|

Thanks,

William D. Hughes
Financial Manager
USDA, APHIS, BRS
Phone: 301 851-3914
Fax: 301 734-6352


mailto:Segal.Mark@epa.gov
mailto:William.D.Hughes@aphis.usda.gov

From: Morris, Jeff

To: Segal. Mark

Subject: FW: NAS Biotech Panel

Date: Thursday, August 27, 2015 2:54:04 PM

Attachments: Draft Statement of Task Biotech and Requlations 2015_07_29 4PM.docx
Mark,

This is the latest version | have.

Jeff

From: Barbero, Robbie [mailto:Roberto_J Barbero@ostp.eop.gov]
Sent: Monday, August 03, 2015 2:15 PM

To: Morris, Jeff

Cc: Jordan, William; Burns, Mike

Subject: RE: NAS Biotech Panel

Hi Jeff,

The Statement of task is ready to go to the NAS.

Thanks for your help.

Robbie

From: Barbero, Robbie

Sent: Thursday, July 30, 2015 10:09 AM

To: 'Morris, Jeff'

Cc: Jordan, William; Burns, Mike

Subject: RE: NAS Biotech Panel

That works for me. I'll let you know once it’s final.

From: Morris, Jeff [mailto:Morris.Jeff@epa.gov]
Sent: Thursday, July 30, 2015 7:40 AM

To: Barbero, Robbie

Cc: Jordan, William; Burns, Mike

Subject: FW: NAS Biotech Panel

RIS
I

Jeff

From: Barbero, Robbie [mailto:Roberto_J Barbero@ostp.eop.gov]
Sent: Wednesday, July 29, 2015 4:36 PM

To: Morris, Jeff

Cc: Jordan, William

Subject: RE: NAS Biotech Panel
Hi Bill and Jeff,

RIS
|
I

Robbie

From: Barbero, Robbie
Sent: Wednesday, July 29, 2015 2:39 PM
To: 'Morris, Jeff'
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Future Biotechnology Products and Opportunities to Enhance Capabilities of the Biotechnology Regulatory System 

Draft: Background and Statement of Task



Background: In 1986, the Federal government issued the Coordinated Framework for the Regulation of Biotechnology (OSTP 1986), which outlined a comprehensive federal regulatory policy for ensuring the safety of biotechnology products. The Framework was further clarified in 1992 by an additional Federal Register notice (OSTP 1992) containing a policy statement. Key aspects of the Coordinated Framework are as follows:

· Existing statutes are adequate to deal with both research on and safety evaluations of the products and processes of biotechnology, although the Coordinated Framework recognized that “there can always be potential problems and deficiencies in the regulatory apparatus in a fast moving field” (OSTP 1986). 

· Biotechnology products could include raw foods, processed foods, waste treatment methods, human and animal medical products (such as drugs, biologics and devices), pesticides, and other products including modified plants, animals, or microorganisms themselves.

· [bookmark: _GoBack]The primary agencies with jurisdiction to regulate products of biotechnology are the Food and Drug Administration (FDA), the U.S. Department of Agriculture (USDA), and the Environmental Protection Agency (EPA). The jurisdictional authorities of the agencies over the products of biotechnology are determined by the use of the products “as has been the case for traditional products” (OSTP 1986).

· Regulation of biotechnology products is to be based on their characteristics and any product-specific risks, not by the process used to produce them (OSTP 1992). 

In July, 2015, the current Administration issued a memorandum directing the EPA, FDA, and USDA to update the Coordinated Framework, develop a long-term strategy to ensure that the system is prepared for the future products of biotechnology, and commission an external analysis of the future landscape of biotechnology products to support this effort. The objective of these activities is “to ensure public confidence in the regulatory system and to prevent unnecessary barriers to future innovation and competitiveness by improving the transparency, coordination, predictability, and efficiency of the regulation of biotechnology products[footnoteRef:2] while continuing to protect health and the environment.” The National Academies of Sciences, Engineering, and Medicine have been asked to conduct the external analysis of the future landscape of biotechnology products and to “identify (1) potential new risks and frameworks for risk assessment and (2) areas in which the risks or lack of risks relating to the products of biotechnology are well understood.”  [2:  The July 2 memo stated that for the purpose of the memo, “biotechnology products” refers to products developed through genetic engineering or the targeted or in vitro manipulation of genetic information of organisms, including plants, animals, and microbes. It also covers some of the products produced by such plants, animals, and microbes or their derived products as determined by existing statutes and regulations. Products such as human drugs and medical devices are not the focus of the activities described in this memo.  ] 


This memorandum recognized that advances in science and technology “have dramatically altered the biotechnology landscape since the 1992 update of the CF.” For example, the Coordinated Framework focused on products of biotechnology created with recombinant DNA (rDNA) and in vitro technologies.  Now genetic engineering includes both in vitro and in vivo technologies, and along with rDNA, there have been advances in the ability to synthesize DNA and to use genome editing techniques to engineer organisms such as plants, animals, and microbes.  Regulators, policy makers, and practitioners will benefit from a sound understanding of the techniques currently in use and under development for modifying and adapting organisms and how these techniques are and might be applied (separately and in combination) for product development. This could include products with applications in energy, biomanufacturing, agriculture, and environmental protection, such as “ready to burn” liquid fuels produced directly from CO2, bio-based chemicals, tailored food products to meet specialized dietary requirements, and novel biosensors for real-time monitoring of the environment.

Based on this “horizon scanning,” an assessment of the risks and uncertainties that might be associated with the future products of biotechnology using these and other techniques would contribute to advancing the U.S. regulatory system to address future needs. This evaluation would include whether or to what extent products of these technological advances and current or envisioned applications introduce new types of risks or whether they are likely to mitigate risks. 

Statement of Task

An NRC committee will produce a consensus report designed to answer the questions “What will the likely future products of biotechnology be over the next 5-10 years? What scientific capabilities, tools and/or expertise may be needed by the regulatory agencies to ensure they make efficient and sound evaluations of the likely future products of biotechnology?”

The committee will:

· Describe the major advances and the potential new types of biotechnology products likely to emerge over the next 5-10 years.



· Describe the existing risk analysis system for biotechnology products including, but perhaps not limited to, risk analyses developed and used by EPA, USDA, and FDA, and describe each agency’s authorities as they pertain to the products of biotechnology.  



· Determine whether potential future products could pose different types of risks relative to existing products and organisms. Where appropriate, identify areas in which the risks or lack of risks relating to the products of biotechnology are well understood.



· Indicate what scientific capabilities, tools, and expertise may be useful to the regulatory agencies to support oversight of potential future products of biotechnology.   

References 

Office of Science and Technology Policy. 1986. Coordinated Framework for Regulation of Biotechnology. 51 FR 23302, June 26, 1986

Office of Science and Technology Policy. 1992. Exercise of Federal Oversight Within Scope of Statutory Authority: Planned Introductions of Biotechnology Products into the Environment. 57 FR 6753, February 27, 1992. 

The White House. 2015. Memorandum for Heads of Food and Drug Administration, Environmental Protection Agency, and Department of Agriculture: Modernizing the Regulatory System for Biotechnology Products. https://www.whitehouse.gov/sites/default/files/microsites/ostp/modernizing_the_reg_system_for_biotech_products_memo_final.pdf, July 2, 2015




Cc: Jordan, William
Subject: RE: NAS Biotech Panel
b) (5)

|

From: Morris, Jeff [mailto:Morris.Jeff@epa.gov]
Sent: Wednesday, July 29, 2015 1:09 PM

To: Barbero, Robbie

Cc: Jordan, William
Subject: NAS Biotech Panel
Robbie,



mailto:Morris.Jeff@epa.gov

From: Burns, Mike

To: Segal. Mark

Cc: Morris, Jeff; Lobar, Bryan

Subject: FW: NAS Biotechnology Regulation Study-1st try at SOW
Date: Monday, September 21, 2015 4:34:32 PM

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Segal, Mark

Sent: Thursday, September 03, 2015 11:20 AM

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW

From: Burns, Mike

Sent: Thursday, September 03, 2015 11:01 AM

To: Segal, Mark

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Thanks, Mark.

b) (5)

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)


mailto:/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=c8ecb15f83d64d1b9e03e9053df9abdd-Burns, Mike
mailto:Segal.Mark@epa.gov
mailto:Morris.Jeff@epa.gov
mailto:Lobar.Bryan@epa.gov

From: Segal, Mark

Sent: Wednesday, September 02, 2015 7:36 AM

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW

From: Burns, Mike

Sent: Tuesday, September 01, 2015 4:43 PM

To: Segal, Mark

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Hi Mark:

(b) (5)
|

Thanks.

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)



From: Segal, Mark

Sent: Tuesday, September 01, 2015 8:01 AM

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Mike,

(b) (5)

Mark Segal, Ph.D.
segal.mark@epa.gov

202-564-7644


mailto:segal.mark@epa.gov

From: Segal. Mark

To: Camacho, Iris
Subject: FW: NAS study
Date: Wednesday, November 04, 2015 10:07:00 AM

From: Burns, Mike

Sent: Wednesday, November 04, 2015 9:51 AM
To: Jordan, William

Jeff ; Segal, Mark
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b) (5)

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

202) 564-8273

202) 510-6848 (mobile)

202) 564-8170 (fax)

—_— o~ —

From: Segal, Mark

Sent: Wednesday, November 04, 2015 9:39 AM

To: Jordan, William <Jordan.William@epa.gov>; Burns, Mike <Burns.Mike @epa.gov>
Cc: Morris, Jeff <Morris. Jeff@epa.gov>

Subject: RE: NAS study

I'll try to contact Bryan Lobar to get an update.

From: Jordan, William
Sent: Wednesday, November 04, 2015 9:37 AM
To: Burns, Mike <Burns.Mike @epa.gov>; Segal, Mark <Segal.Mark@epa.gov>



mailto:/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=348F57AC22CF4929A24558C171C781A3-MSEGAL
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mailto:Segal.Mark@epa.gov

Cc: Morris, Jeff <Morris.Jeff@epa.gov>
Subject: FW: NAS study

Mike and Mark —

Please see the email below. Would you please let Jeff and me know where things stand with the NAS
contract.

Thanks,

Bill

William Jordan

Deputy Director, Programs

Office of Pesticide Programs

U. S. Environmental Protection Agency
Phone: 703-305-1049

Fax: 703-308-4776

Mailing Address: Courier Address:

USEPA Headquarters Potomac Yards South
Clinton Building 2777 Crystal Drive

1200 Pennsylvania Ave., NW Room 12-235
Mail Code (7501P) Arlington, VA
Washington, DC 20460

From: Barbero, Robbie [mailto:Roberto_J Barbero@ostp.eop.gov]
Sent: Wednesday, November 04, 2015 9:30 AM

To: Morris, Jeff <Morris.Jeff@epa.gov>; Jordan, William <Jordan.William @epa.gov>
Subject: NAS study

Dear Jeff and Bill,

Can either of you, or someone from EPA, please provide an update on the NAS study at today’s
ETIPC call?

Thanks!

Robbie Barbero, Ph.D.

Assistant Director for Biological Innovation

White House Office of Science and Technology Policy

Direct: 202-456-6032

Mobile: 202-294-0190

rbarbero@ostp.eop.gov


mailto:Morris.Jeff@epa.gov
mailto:Roberto_J_Barbero@ostp.eop.gov
mailto:Morris.Jeff@epa.gov
mailto:Jordan.William@epa.gov
mailto:rbarbero@ostp.eop.gov

From: Lobar, Bryan

To: Segal. Mark

Cc: Burns, Mike

Subject: FW: New Task Order 10 (formerly 11) for NAS
Date: Thursday, October 08, 2015 2:58:10 PM
Attachments: SOW Biotech and Requlation (3).docx

APPENDIX A Section 15 FACA.docx
NAS Study Process.pdf

-Bryan

From: Lobar, Bryan

Sent: Thursday, October 08, 2015 12:06 PM

To: Segal, Mark

Subject: FW: New Task Order 10 (formerly 11) for NAS
Hi Mark,

b) (5)

|

-Bryan

From: Denning, Doug [mailto:DDenning@nas.edu]

Sent: Thursday, October 08, 2015 7:16 AM

To: Yates, William

Cc: Clarke, Robin; Lobar, Bryan

Subject: New Task Order 10 (formerly 11) for NAS

William
Refer to NAS

Doug
From: Yates, William [mailto:Yates.William@epa.gov]


mailto:/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=0299fc8f8c344582bc873a6c26e952fb-Blobar
mailto:Segal.Mark@epa.gov
mailto:Burns.Mike@epa.gov
mailto:DDenning@nas.edu
mailto:Yates.William@epa.gov

Biotech Regulatory Enhancement                                        EP-C-14-005

NAS Task Order on Future Biotechnology Products and Opportunities to Enhance Capabilities of the Biotechnology Regulatory System





Purpose



The National Academies shall develop a consensus report designed to answer the questions “What will the likely future products of biotechnology be over the next 5-10 years? What scientific capabilities, tools and/or expertise may be needed by the regulatory agencies to ensure they make efficient and sound evaluations of the likely future products of biotechnology?”



Background



In 1986, the Federal government issued the Coordinated Framework for the Regulation of Biotechnology (OSTP 1986), which outlined a comprehensive federal regulatory policy for ensuring the safety of biotechnology products. The Framework was further clarified in 1992 by an additional Federal Register notice (OSTP 1992) containing a policy statement. Key aspects of the Coordinated Framework are as follows:



· Existing statutes are adequate to deal with both research on and safety evaluations of the products and processes of biotechnology, although the Coordinated Framework recognized that “there can always be potential problems and deficiencies in the regulatory apparatus in a fast moving field” (OSTP 1986). 

· Biotechnology products could include raw foods, processed foods, waste treatment methods, human and animal medical products (such as drugs, biologics and devices), pesticides, and other products including modified plants, animals, or microorganisms themselves.

· The primary agencies with jurisdiction to regulate products of biotechnology are the Food and Drug Administration (FDA), the U.S. Department of Agriculture (USDA), and the Environmental Protection Agency (EPA). The jurisdictional authorities of the agencies over the products of biotechnology are determined by the use of the products “as has been the case for traditional products” (OSTP 1986).

· Regulation of biotechnology products is to be based on their characteristics and any product-specific risks, not by the process used to produce them (OSTP 1992). 

In July, 2015, the current Administration issued a memorandum directing the EPA, FDA, and USDA to update the Coordinated Framework, develop a long-term strategy to ensure that the system is prepared for the future products of biotechnology, and commission an external analysis of the future landscape of biotechnology products to support this effort. The objective of these activities is “to ensure public confidence in the regulatory system and to prevent unnecessary barriers to future innovation and competitiveness by improving the transparency, coordination, predictability, and efficiency of the regulation of biotechnology products[footnoteRef:1] while continuing to protect health and the environment.” The National Academies of Sciences, Engineering, and Medicine have been asked to conduct the external analysis of the future landscape of biotechnology products and to “identify (1) potential new risks and frameworks for risk assessment and (2) areas in which the risks or lack of risks relating to the products of biotechnology are well understood.”  [1:  The July 2 memo stated that for the purpose of the memo, “biotechnology products” refers to products developed through genetic engineering or the targeted or in vitro manipulation of genetic information of organisms, including plants, animals, and microbes. It also covers some of the products produced by such plants, animals, and microbes or their derived products as determined by existing statutes and regulations. Products such as human drugs and medical devices are not the focus of the activities described in this memo.  ] 




This memorandum recognized that advances in science and technology “have dramatically altered the biotechnology landscape since the 1992 update of the CF.” For example, the Coordinated Framework focused on products of biotechnology created with recombinant DNA (rDNA) and in vitro technologies.  Now genetic engineering includes both in vitro and in vivo technologies, and along with rDNA, there have been advances in the ability to synthesize DNA and to use genome editing techniques to engineer organisms such as plants, animals, and microbes.  Regulators, policy makers, and practitioners will benefit from a sound understanding of the techniques currently in use and under development for modifying and adapting organisms and how these techniques are and might be applied (separately and in combination) for product development. This could include products with applications in energy, biomanufacturing, agriculture, and environmental protection, such as “ready to burn” liquid fuels produced directly from CO2, bio-based chemicals, tailored food products to meet specialized dietary requirements, and novel biosensors for real-time monitoring of the environment.



Based on this “horizon scanning,” an assessment of the risks and uncertainties that might be associated with the future products of biotechnology using these and other techniques would contribute to advancing the U.S. regulatory system to address future needs. This evaluation would include whether or to what extent products of these technological advances and current or envisioned applications introduce new types of risks or whether they are likely to mitigate risks. 



Task



1. After appointment of the committee, pProvide the EPA TOPO the list of members and their a proposed list of experts described in “Expertise Required” section of this SOW including a biographical sketches indicating the, and proposed area(s) of expertise for each expertmember. EPA, FDA, and USDA may make suggestions about individuals to serve as committee members. (Many of these have already been provided by OSTP.) Convene a meeting with the EPA to review the proposed list of experts and if there are any issues regarding potential COI or impartiality.   	Comment by Doug Friedman: This explicitly contradicts FACA Sec 15.  We also keep COI confidential as it is an NAS determination. 

a. EPA will provide comments on the proposed list regarding qualifications and COI/impartiality.  EPA will concur on the proposed list of experts and NAS will determine who will serve on the panels. 



2. NAS shall host at least three (3) public meetings that are open to the public at which to include the invited experts and provide information to the committee members to assist in addressing the charge to the panel in support of the final report.

3. NAS shall make arrangements for transportation, lodging and logistical support for each expert asked to participate in the public science meeting or workshop to be held in Washington, DC or another location as specified by EPA.

4. NAS shall write a final report addressing the NAS panel’s findings and recommendations regarding the 4 charges of the panel and summarizes the process followed to develop those findings and recommendations.



Charge to the Expert Panel 



A National Academy of Sciences committee will produce a consensus report designed to answer the questions “What will the likely future products of biotechnology be over the next 5-10 years? What scientific capabilities, tools and/or expertise may be needed by the regulatory agencies to ensure they make efficient and sound evaluations of the likely future products of biotechnology?”



The committee will:

· Describe the major advances and the potential new types of biotechnology products likely to emerge over the next 5-10 years.



· Describe the existing risk analysis system for biotechnology products including, but perhaps not limited to, risk analyses developed and used by EPA, USDA, and FDA, and describe each agency’s authorities as they pertain to the products of biotechnology.  



· Determine whether potential future products could pose different types of risks relative to existing products and organisms. Where appropriate, identify areas in which the risks or lack of risks relating to the products of biotechnology are well understood.



· Indicate what scientific capabilities, tools, and expertise may be useful to the regulatory agencies to support oversight of potential future products of biotechnology.   



Expertise Required



NAS shall identify an expert committee of approximately 14 proposed group of eight (8) to twelve (12) subject matter experts who:

1. are recognized experts in the fields relevant to the request including:

a. legal expertise in the regulatory systems for biotechnology at FDA, EPA, and USDA,

b. industrial biotechnology, 

c. agricultural biotechnology, 

d. food biotechnology, 

e. genetic engineering techniques,

f. synthetic biology,

g. and other areas of expertise as judged necessary by the NAS Board on Life Sciences (BLS) committee;



2. are available to present and discuss their individual views at the at all of the public meetings; and	Comment by Doug Friedman: This should be deleted .  Committee members/experts don’t discuss their views at the open meetings, they gather data.    

3. have been evaluated for conflict of interest or lack of impartiality in accordance with establish NAS procedures.



Deliverables 



1. A project plan including a project milestone chart shall be provided to the EPA CO and TOPO within 30 days of task initiation.  This project milestone chart shall detail the significant activities for each task, as well as expected progression of the deliverables.

a. If the collection of use of environmental data is planned and required for the completion of this Task Order, the contractor shall draft and submit Quality Assurance Project Plant (QAPP) for approval by the EPA TOPO. Written Approval by the EPA TOPO is required prior to commencement of any environmental data activity. 



2. Written monthly written progress reports shall includeon work completed during the month, work projected for the next month, a summary of expenditures for the period, and cumulative expenditures through the end of the reporting period. The written progress reports shall be delivered via email to the Project Officer, Task Order Project Officer and Contracting Officer.



Proposed and fFinal lists of experts and their  including biographical sketches who will , which will serve as committee members or as experts to speak to the committee during its information gathering meetings. Organization, hosting, note taking, and facilitation of at least three (3) public information gathering meetings that are open to the public meetings regarding the subject of the charge to the committee of the meetings. 	Comment by Doug Friedman: The NAS does not provide public notes from the meeting. 



Maintenance of a public “docket,”access file and project website available through the NAS website that contains written public comments and presentations  (if permitted by their authors) for the aforementioned meetings.



Participation of the experts in the three (3) public science meetings. Arrangement and provision of transportation, lodging, and any other logistical support for the experts’ participation in the public science meetings or workshops.



A final report addressing the NAS panel’s findings and recommendations regarding the 4 charges of the panel and that summarizes the process followed to develop those findings and recommendations. A “pre-publication copy” of the final report will be provided to EPA 12 months after the initiation of the study. A final report printed by the National Academies Press will be provided 15 months after the study initiation.

a. If the collection of use of environmental data is planned and required for the completion of this Task Order a final QA Report will be submitted with the final report.

Acceptance:  By the EPA Task Order Project Officer



Acceptance Criteria:  Technical accuracy, completeness, timeliness, grammatically correct, free of typographical errors, and conformance with the specific task, charge and expertise and deliverables of this Statement of Work.



EPA Contact Information:



Task Order Project Officer

		Bryan Lobar

		Lobar.Bryan@epa.gov

202-564-7378



U.S. EPA HQ (7408-M)

1200 Pennsylvania Avenue, N.W. 

Washington, D.C. 20460



	Alternate Task Order Project Officer

		Iris Camacho

		Camacho.Iris@epa.gov	

		202-564-1229 

		

U.S. EPA HQ (7403-M)

1200 Pennsylvania Avenue, N.W. 

Washington, D.C. 20460
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APPENDIX A

SECTION 15 OF THE FEDERAL ADVISORY COMMITTEE ACT
AS ADDED BY
PUBLIC LAW NO. 105-153

(a) IN GENERAL.---An agency may not use any advice or recommendation provided by the National Academy of Sciences or National Academy of Public Administration that was developed by use of a committee created by that academy under an agreement with an agency, unless---

(1) the committee was not subject to any actual management or control by an agency or an officer of the Federal Government;

(2) in the case of a committee created after the date of enactment of the Federal Advisory Committee Act Amendments of 1997, the membership of the committee was appointed in accordance with the requirements described in subsection (b)(1); and

(3) in developing the advice or recommendation, the academy complied with---

(A) subsection (b)(2) through (6), in the case of any advice or recommendation provided by the National Academy of Sciences; or

(B) subsection (b)(2) and (5), in the case of any advice or recommendation provided by the National Academy of Public Administration.

(b) REQUIREMENTS---The requirements referred to in subsection (a) are as follows:

(1) The Academy shall determine and provide public notice of the names and brief biographies of individuals that the Academy appoints or intends to appoint to serve on the committee. The Academy shall determine and provide a reasonable opportunity for the public to comment on such appointments before they are made or, if the Academy determines such prior comment is not practicable, in the period immediately following the appointments. The Academy shall make its best efforts to ensure that (A) no individual appointed to serve on the committee has a conflict of interest that is relevant to the functions to be performed, unless such conflict is promptly and publicly disclosed and the Academy determines that the conflict is unavoidable, (B) the committee membership is fairly balanced as determined by the Academy to be appropriate for the functions to be performed, and (C) the final report of the Academy will be the result of the Academy’s independent judgment. The Academy shall require that individuals that the Academy appoints or intends to appoint to serve on the committee inform the Academy of the individual’s conflicts of interest that are relevant to the functions to be performed.

(2) The Academy shall determine and provide public notice of committee meetings that will be open to the public.

(3) The Academy shall ensure that meetings of the committee to gather data from individuals who are not officials, agents, or employees of the Academy are open to the public, unless the Academy determines that a meeting would disclose matters described in section 552(b) of title 5, United States Code. The Academy shall make available to the public, at reasonable charge if appropriate, written materials presented to the committee by individuals who are not officials, agents, or employees of the Academy, unless the Academy determines that making material available would disclose matters described in that section.

(4) The Academy shall make available to the public as soon as practicable, at reasonable charge if appropriate, a brief summary of any committee meeting that is not a data gathering meeting, unless the Academy determines that the summary would disclose matters described in section 552(b) of title 5, United States Code. The summary shall identify the committee members present, the topics discussed, materials made available to the committee, and such other matters that the Academy determines should be included.

(5) The Academy shall make available to the public its final report, at reasonable charge if appropriate, unless the Academy determines that the report would disclose matters described in section 552(b) of title 5, United States Code. If the Academy determines that the report would disclose matters described in that section, the Academy shall make public an abbreviated version of the report that does not disclose those matters.

(6) After publication of the final report, the Academy shall make publicly available the names of the principal reviewers who reviewed the report in draft form and who are not officials, agents, or employees of the Academy.

[bookmark: _GoBack]


interest, no individual can be appointed to serve (or contin-
ue to serve) on a committee of the institution used in the
development of reports if the individual has a conflict of
interest that is relevant to the functions to be performed. For
more information, see the National Academies’ Web site at
www.national-academies.org.

Other considerations. Membership in the three Academies
(NAS, NAE, IOM) and previous involvement in National
Academies studies are taken into account in committee
selection. The inclusion of women, minorities, and young pro-
fessionals are additional considerations.

Specific steps in the committee selection and approval
process are as follows:

m Staff solicit an extensive number of suggestions for
potential committee members from a wide range of
sources, then recommend a slate of nominees.

Nominees are reviewed and approved at several levels with-
in the National Academies; a provisional slate is then
approved by the President of the National Academy of
Sciences, who is also the Chair of the National Research
Council.

The provisional committee list is posted for public
comment in the Current Projects System on the Web
(http://www4.national-academies.org/cp.nsf).

The provisional committee members complete back-
ground information and conflict of interest disclosure
forms.

The committee balance and conflict of interest discussion
is held at the first committee meeting.

Any conflicts of interest or issues of committee balance
and expertise are investigated; changes to the committee
are proposed and finalized.

Committee is formally approved.

Committee members continue to be screened for conflict
of interest throughout the life of the committee.

STAGE 3. Committee Meetings,
Information Gathering, Deliberations,
and Drafting the Report

Study committees typically gather information through: 1)
meetings that are open to the public and that are announced
in advance through the National Academies Web site; 2) the

submission of information by outside parties; 3) reviews of
the scientific literature, and 4) the investigations of the
committee members and staff. In all cases, efforts are
made to solicit input from individuals who have been
directly involved in, or who have special knowledge of, the
problem under consideration.

In accordance with federal law and with few exceptions,
information-gathering meetings of the committee are open
to the public, and any written materials provided to the com-
mittee by individuals who are not officials, agents, or
employees of the National Academies are maintained in a
public access file that is available for examination.

The committee deliberates in meetings closed to the pub-
lic in order to develop draft findings and recommendations
free from outside influences. The public is provided with
brief summaries of these meetings that include the list of
committee members present. All analyses and drafts of the
report remain confidential.

STAGE 4. Report Review

As a final check on the quality and objectivity of the study,
all National Academies reports—whether products of
studies, summaries of workshop proceedings, or other
documents—must undergo a rigorous, independent exter-
nal review by experts whose comments are provided
anonymously to the committee members. The National
Academies recruit independent experts with a range of
views and perspectives to review and comment on the draft
report prepared by the committee.

The review process is structured to ensure that each report
addresses its approved study charge and does not go beyond
it, that the findings are supported by the scientific evidence
and arguments presented, that the exposition and organiza-
tion are effective, and that the report is impartial and objective.

Each committee must respond to, but need not agree
with, reviewer comments in a detailed “response to review”
that is examined by one or two independent report review
“monitors” responsible for ensuring that the report review
criteria have been satisfied. After all committee members
and appropriate National Academies officials have signed
off on the final report, it is transmitted to the sponsor of the
study and is released to the public. Sponsors are not given
an opportunity to suggest changes in reports. The names
and affiliations of the report reviewers are made public
when the report is released.

HOW THE PUBLIC CAN FOLLOW
AND PROVIDE INPUT TO STUDIES

The Current Projects System was established
with a link from the National Academies home-
page, www.national-academies.org, to
make it easy for members of the general
public with interest in the subject to follow the
progress of a study and submit comments.
The system offers separate views by subject
and by project title.

Reports of the National Academies are
available from the National Academies Press,
500 Fifth Street, NW, Washington, DC 20001
1-800-624-6242 ¢ www.nap.edu.

THE NATIONAL ACADEMIES

Advisers to the Nation on Science, Engineering, and Medicine

The nation turns to the National Academies—National
Academy of Sciences, National Academy of Engineering,
Institute of Medicine, and National Research Council—
for independent, objective advice on issues that affect
people’s lives worldwide.

www.national-academies.org






L 4

or more than 140 years, the National Academies

have been advising the nation on issues of science,

technology, and medicine. The 1863 Congressional

charter signed by President Lincoln authorized this

non-governmental institution to honor top scientists
with- membership and to serve the nation whenever called
upon. Today the National Academies—National Academy
of Sciences, National Academy of Engineering,
Institute of Medicine, and National Research Council—
continue that dual mission.

Like no other organization, the National Academies can
enlist the nation’s foremost scientists, engineers, health pro-
fessionals, and other experts to address the scientific and
technical aspects of society’s most pressing problems. Each
year, more than 6,000 of these experts are selected to serve
on hundreds of study committees that are convened to
answer specific sets of questions. All serve without pay.

Federal agencies are the primary financial sponsors of the
Academies’ work. Additional studies are funded by state
agencies, foundations, other private sponsors, and the
National Academies endowment. The Academies provide
independent advice; the external sponsors have no control
over the conduct of a study once the statement of task and
budget are finalized. Study committees gather information
from many sources in public meetings but they carry out
their deliberations in private in order to avoid political, special
interest, and sponsor influence.

Through this careful study process, the National Academies
produce 200-300 authoritative reports each year. Recent
reports cover such topics as the obesity epidemic, the use
of forensics in the courtroom, invasive plants, underage
drinking, the Hubble Telescope, vaccine safety, the hydrogen
economy, transportation safety, climate change, and home-
land security. Many reports influence policy decisions; some
are instrumental in enabling new research programs; others
provide program reviews.

STEPS TAKEN TO ENSURE
INDEPENDENCE AND OBJECTIVITY

The reports of the National Academies are viewed as being
valuable and credible because of the institution’s reputa-
tion for providing independent, objective, and non-partisan
advice with high standards of scientific and technical quali-
ty. Checks and balances are applied at every step in the
study process to protect the integrity of the reports and to
maintain public confidence in them. The study process can
be broken down into four major stages: 1) defining the
study; 2) committee selection and approval; 3) committee
meetings, information gathering, deliberations, and drafting
of the report; and 4) report review.

STAGE 1. Defining the Study

Before the committee selection process begins, National
Academies’ staff and members of their boards work with
sponsors to determine the specific set of questions to be
addressed by the study in a formal “statement of task,” as
well as the duration and cost of the study. The statement of
task defines and bounds the scope of the study, and it
serves as the basis for determining the expertise and the
balance of perspectives needed on the committee.

The statement of task, work plan, and budget must be
approved by the Executive Committee of the National
Research Council Governing Board. This review often results
in changes to the proposed task and work plan. On occasion,
it results in turning down studies that the institution believes are
inappropriately framed or not within its purview.
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STAGE 2. Committee Selection and
Approval

Selection of appropriate committee members, individually
and collectively, is essential for the success of a study. All
committee members serve as individual experts, not as
representatives of organizations or interest groups. Each
member is expected to contribute to the project on the
basis of his or her own expertise and good judgment. A
committee is not finally approved until a thorough balance
and conflict of interest discussion is held at the first meet-
ing, and any issues raised in that discussion or by the pub-
lic are investigated and addressed.

Careful steps are taken to convene committees that meet
the following criteria:

An appropriate range of expertise for the task. The
committee must include experts with the specific expertise
and experience needed to address the study’s statement of
task. One of the strengths of the National Academies is the
tradition of bringing together recognized experts from
diverse disciplines and backgrounds who might not other-
wise collaborate. These diverse groups are encouraged to
conceive new ways of thinking about a problem.

A balance of perspectives. Having the right expertise is
not sufficient for success. It is also essential to evaluate the
overall composition of the committee in terms of different
experiences and perspectives. The goal is to ensure that
the relevant points of view are, in the National Academies’
judgment, reasonably balanced so that the committee can
carry out its charge objectively and credibly.
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Committee’s
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STAGE 3

POINT OF VIEW IS DIFFERENT
FROM CONFLICT OF INTEREST

A point of view or bias is not necessarily a conflict
of interest. Committee members are expected to
have points of view, and the National Academies
aftempt to balance these points of view in a way
deemed appropriate for the task. Committee
members are asked to consider respectfully the
viewpoints of other members, to reflect their own
views rather than be a representative of any
organization, and to base their scientific findings
and conclusions on the evidence. Each commit-
tee member has the right to issue a dissenting
opinion to the report if he or she disagrees with the
consensus of the other members.

Screened for conflicts of interest. All provisional com-
mittee members are screened in writing and in a confi-
dential group discussion about possible conflicts of inter-
est. For this purpose, a “conflict of interest” means any
financial or other interest which conflicts with the service
of the individual because it could significantly impair the
individual's objectivity or could create an unfair competi-
tive advantage for any person or organization. The term
“conflict of interest” means something more than individ-
ual bias. There must be an interest, ordinarily financial, that
could be directly affected by the work of the committee.
Except for those rare situations in which the National
Academies determine that a conflict of interest is unavoid-
able and promptly and publicly disclose the conflict of
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CINCINNATI PROCUREMENT OPERATIONS DIVISION


CINCINNATI, OHIO 45268


SUBJECT: 
Request for Task Order Proposal, “Future Biotechnology Products and Opportunities to Enhance Capabilities of the Biotechnology Regulatory System”

FROM: 

William M Yates

  
Contracting Officer


TO:   

Doug Denning, Contracts Manager



National Academy of Sciences

Attached is request for task order proposal for the project entitled, “Future Biotechnology Products and Opportunities to Enhance Capabilities of the Biotechnology Regulatory System”.

The government requests you prepare a proposal (cost and technical) for the task order.  Request for proposals must be submitted to William.yates@epa.gov by November 2, 2015.  Proposals shall also include the required conflict of interest certification.


The following documents provided for this solicitation will become part of the Task Order Award:


· Performance Work Statement


Award of a cost type task order will result.  The period of performance for this Task Order is as follows:



12 months from award date

If there are any revisions or changes to the RFP or PWS please provide those with the proposals.

If there are any questions please contact me at william.yates@epa.gov or 513-487-2055.


William M Yates

CONTCONTR

Contracting Officer


Cc:


Robin Clarke, Contract Level-Contracting Officer’s Representative

Bryan Lobar, Task Order-COR


Biotech Regulatory Enhancement                                        EP-C-14-005

NAS Task Order on Future Biotechnology Products and Opportunities to Enhance Capabilities of the Biotechnology Regulatory System





Purpose



The National Academies shall develop a consensus report designed to answer the questions “What will the likely future products of biotechnology be over the next 5-10 years? What scientific capabilities, tools and/or expertise may be needed by the regulatory agencies to ensure they make efficient and sound evaluations of the likely future products of biotechnology?”



Background



In 1986, the Federal government issued the Coordinated Framework for the Regulation of Biotechnology (OSTP 1986), which outlined a comprehensive federal regulatory policy for ensuring the safety of biotechnology products. The Framework was further clarified in 1992 by an additional Federal Register notice (OSTP 1992) containing a policy statement. Key aspects of the Coordinated Framework are as follows:



· Existing statutes are adequate to deal with both research on and safety evaluations of the products and processes of biotechnology, although the Coordinated Framework recognized that “there can always be potential problems and deficiencies in the regulatory apparatus in a fast moving field” (OSTP 1986). 

· Biotechnology products could include raw foods, processed foods, waste treatment methods, human and animal medical products (such as drugs, biologics and devices), pesticides, and other products including modified plants, animals, or microorganisms themselves.

· The primary agencies with jurisdiction to regulate products of biotechnology are the Food and Drug Administration (FDA), the U.S. Department of Agriculture (USDA), and the Environmental Protection Agency (EPA). The jurisdictional authorities of the agencies over the products of biotechnology are determined by the use of the products “as has been the case for traditional products” (OSTP 1986).

· Regulation of biotechnology products is to be based on their characteristics and any product-specific risks, not by the process used to produce them (OSTP 1992). 

In July, 2015, the current Administration issued a memorandum directing the EPA, FDA, and USDA to update the Coordinated Framework, develop a long-term strategy to ensure that the system is prepared for the future products of biotechnology, and commission an external analysis of the future landscape of biotechnology products to support this effort. The objective of these activities is “to ensure public confidence in the regulatory system and to prevent unnecessary barriers to future innovation and competitiveness by improving the transparency, coordination, predictability, and efficiency of the regulation of biotechnology products[footnoteRef:1] while continuing to protect health and the environment.” The National Academies of Sciences, Engineering, and Medicine have been asked to conduct the external analysis of the future landscape of biotechnology products and to “identify (1) potential new risks and frameworks for risk assessment and (2) areas in which the risks or lack of risks relating to the products of biotechnology are well understood.”  [1:  The July 2 memo stated that for the purpose of the memo, “biotechnology products” refers to products developed through genetic engineering or the targeted or in vitro manipulation of genetic information of organisms, including plants, animals, and microbes. It also covers some of the products produced by such plants, animals, and microbes or their derived products as determined by existing statutes and regulations. Products such as human drugs and medical devices are not the focus of the activities described in this memo.  ] 




This memorandum recognized that advances in science and technology “have dramatically altered the biotechnology landscape since the 1992 update of the CF.” For example, the Coordinated Framework focused on products of biotechnology created with recombinant DNA (rDNA) and in vitro technologies.  Now genetic engineering includes both in vitro and in vivo technologies, and along with rDNA, there have been advances in the ability to synthesize DNA and to use genome editing techniques to engineer organisms such as plants, animals, and microbes.  Regulators, policy makers, and practitioners will benefit from a sound understanding of the techniques currently in use and under development for modifying and adapting organisms and how these techniques are and might be applied (separately and in combination) for product development. This could include products with applications in energy, biomanufacturing, agriculture, and environmental protection, such as “ready to burn” liquid fuels produced directly from CO2, bio-based chemicals, tailored food products to meet specialized dietary requirements, and novel biosensors for real-time monitoring of the environment.



Based on this “horizon scanning,” an assessment of the risks and uncertainties that might be associated with the future products of biotechnology using these and other techniques would contribute to advancing the U.S. regulatory system to address future needs. This evaluation would include whether or to what extent products of these technological advances and current or envisioned applications introduce new types of risks or whether they are likely to mitigate risks. 



Task



1. After appointment of the committee, provide the EPA TOPO the list of members and their biographical sketches indicating the area(s) of expertise for each member. EPA, FDA, and USDA may make suggestions about individuals to serve as committee members. (Many of these have already been provided by OSTP.) 


2. NAS shall host at least three (3) meetings that are open to the public at which invited experts provide information to the committee members to assist in addressing the charge to the panel in support of the final report.


3. NAS shall make arrangements for transportation, lodging and logistical support for each expert asked to participate in the information gathering meetings to be held in Washington, DC or other location(s) as NAS judges necessary for successful performance of the Task Order.


4. NAS shall write a final report addressing the NAS panel’s findings and recommendations regarding the 4 charges of the panel and summarizes the process followed to develop those findings and recommendations.



Charge to the Expert Panel 



A National Academy of Sciences committee will produce a consensus report designed to answer the questions “What will the likely future products of biotechnology be over the next 5-10 years? What scientific capabilities, tools and/or expertise may be needed by the regulatory agencies to ensure they make efficient and sound evaluations of the likely future products of biotechnology?”



The committee will:

· Describe the major advances and the potential new types of biotechnology products likely to emerge over the next 5-10 years.



· Describe the existing risk analysis system for biotechnology products including, but perhaps not limited to, risk analyses developed and used by EPA, USDA, and FDA, and describe each agency’s authorities as they pertain to the products of biotechnology.  



· Determine whether potential future products could pose different types of risks relative to existing products and organisms. Where appropriate, identify areas in which the risks or lack of risks relating to the products of biotechnology are well understood.



· Indicate what scientific capabilities, tools, and expertise may be useful to the regulatory agencies to support oversight of potential future products of biotechnology.   



Expertise Required



NAS shall identify an expert committee of approximately 14 subject matter experts who:

1. are recognized experts in the fields relevant to the request including:

a. legal expertise in the regulatory systems for biotechnology at FDA, EPA, and USDA,

b. industrial biotechnology, 

c. agricultural biotechnology, 

d. food biotechnology, 

e. genetic engineering techniques,

f. synthetic biology,

g. and other areas of expertise as judged necessary by the NAS Board on Life Sciences (BLS) committee;



2. [bookmark: _GoBack]And have been evaluated for conflict of interest or lack of impartiality in accordance with established NAS procedures.



Deliverables 



1. A project plan including a project milestone chart shall be provided to the EPA CO and TOPO within 30 days of task initiation.  This project milestone chart shall detail the significant activities for each task, as well as expected progression of the deliverables.

a. If the collection of use of environmental data is planned and required for the completion of this Task Order, the contractor shall draft and submit Quality Assurance Project Plant (QAPP) for approval by the EPA TOPO. Written Approval by the EPA TOPO is required prior to commencement of any environmental data activity. 



2. Written monthly progress reports on work completed during the month, work projected for the next month, a summary of expenditures for the period, and cumulative expenditures through the end of the reporting period. The written progress reports shall be delivered via email to the Project Officer, Task Order Project Officer and Contracting Officer.


3. Final lists of experts and their biographical sketches who will serve as committee members or as experts to speak to the committee during its information gathering meetings.
 

4. Organization, hosting, and facilitation of at least three (3) information gathering meetings that are open to the public regarding the subject of the charge to the committee. These meetings shall be made available live through webcast or webinar.


5. Maintenance of a public access file and project website that contain written public comments and presentations (if permitted by their authors) for the aforementioned meetings.


6. Arrangement and provision of transportation, lodging, and any other logistical support for the experts’ participation in the public science meetings or workshops.



7. A final report addressing the NAS panel’s findings and recommendations regarding the 4 charges of the panel and that summarizes the process followed to develop those findings and recommendations. A “pre-publication copy” of the final report will be provided to EPA 12 months after the initiation of the study. A final report printed by the National Academies Press will be provided 15 months after the study initiation.

a. If the collection of use of environmental data is planned and required for the completion of this Task Order a final QA Report will be submitted with the final report.

Acceptance:  By the EPA Task Order Project Officer



Acceptance Criteria:  Technical accuracy, completeness, timeliness, grammatically correct, free of typographical errors, and conformance with the specific task, charge and expertise and deliverables of this Statement of Work.



EPA Contact Information:



Task Order Project Officer

		Bryan Lobar

		Lobar.Bryan@epa.gov

202-564-7378



U.S. EPA HQ (7408-M)

1200 Pennsylvania Avenue, N.W. 

Washington, D.C. 20460



	Alternate Task Order Project Officer

		Iris Camacho

		Camacho.Iris@epa.gov	

		202-564-1229 

		

U.S. EPA HQ (7403-M)

1200 Pennsylvania Avenue, N.W. 

Washington, D.C. 20460



References: 

Office of Science and Technology Policy. 1986. Coordinated Framework for Regulation of Biotechnology. 51 FR 23302, June 26, 1986



Office of Science and Technology Policy. 1992. Exercise of Federal Oversight Within Scope of Statutory Authority: Planned Introductions of Biotechnology Products into the Environment. 57 FR 6753, February 27, 1992. 



The White House. 2015. Memorandum for Heads of Food and Drug Administration, Environmental Protection Agency, and Department of Agriculture: Modernizing the Regulatory System for Biotechnology Products. https://www.whitehouse.gov/sites/default/files/microsites/ostp/modernizing_the_reg_system_for_biotech_products_memo_final.pdf, July 2, 2015
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Revised:    06/29/2015  MHJ

General Business Information

Legal Name:	   National Academy of Sciences

Business Address:   500 Fifth Street, NW

		   Washington, DC  20001-2736

Business Start Date:  March 3, 1863	

Number of Employees:  1,102 (Jan 2015)

(Dollars in Thousands):

Total Revenue 2014:  348,088 (which is less Gulf of 10,543)

Revenue from contracts/grants:  280,459

Total Revenue 2013:  $376,059 (which is less Gulf of 471,407)

Revenue from contracts/grants:  $282,677

Total Revenue 2012:  $370,195

Revenue from contracts/grants:  $292,286

In SAM (formerly CCR), although the data field states Annual Receipts, the 3 year average TR figure is asked for and this is shown as:  $364,781,000.

The Federal Audit Clearinghouse operates the following site on behalf of OMB for the public to retrieve A-133 reports.  Enter our TIN to retrieve a copy of an A-133 single-audit report or refer sponsors:  http://harvester.census.gov/sac/

Business Type:  Large, Nonprofit Organization

Fiscal Year:  January 1 – December 31

Pay periods:  2.16667 per month (some months have 3 periods)

Work week / year:  37.5 hours / 1,950 hours

Congressional District:  DC-At-Large – 098

Codes

General:

TIN:  53-0196932

DUNS:  041964057

CAGE:  1D969

CEC (Contractor Establishment Code):  04-297-415E

CAS Certification:  Revision 17, effective 1/1/09.

Size / Service Related

NAICS: 541690 Other Science and Technology

Consulting Services

541620 Environmental Consulting Services

541712 R&D in Physical, Eng., & Life Sciences

(Except Biotechnology)

	561110 Office Administrative Services

	541720 R&D in the Social Sciences & Humanities

	541612 Human Resources Consulting Services

SIC:  8999 (Not Elsewhere Classified) 

	Small Business Size Standard:  $6 million

PSC:  B599 (Other special studies and analyses)

FSC:  Not applicable

Negotiated Indirect Cost Rates (with ONR)

2015 Fixed Rates, as of 12/19/2014

		Type

		Rate

		COM

		Total



		Overhead onsite

		58.72%

		4.1250%

		62.8450%



		Overhead offsite

		30.65%

		0.000%

		30.65%



		Fringe

		34.75%

		n/a

		34.75%



		Leave

		17.00%

		n/a

		17.00%



		G&A

		24.20%

		0.5300%

		24.7300%



		Flow-thru G&A

		3.40%

		0.3096%

		3.7096%







Service Center Costs (as of 12/12/14)

Copy Center:  	$0.06   (per impression)

Tech. Services:  	$342.00 (per FTE biweekly)



Cognizant Audit Agency



Office of Naval Research



Douglas E. Heaton

Senior Administrative Contracting Officer

Atlanta Regional Office

Office of Naval Research

Atlanta Federal Center

100 Alabama Street, SW, Suite 4R15

Atlanta, GA  30303-3104

Telephone:  (404) 562-1611; Fax:  (404) 562-1610

Email:  douglas.heaton@navy.mil 



Rate Development:		

Beth Snyder, Contracting Officer			

Indirect Cost Branch			

Office of Naval Research (BD242, Room 368)

875 North Randolph Street		

Arlington, VA  22203-1995		

Telephone:  (571) 329-4785; Fax:  (703) 696-5755

Email:  beth.snyder@navy.mil



DCAA

Walter Newell, Branch Chief

Phone:  (410) 964-2231; Fax:  (410) 997-0509

Email:  dcaa-fao6171@dcaa.mil

Vacant, Administrative Supervisor

Chesapeake Bay Branch Office

Defense Contract Audit Agency

10025 Governor Warfield Parkway, Suite 200 

Columbia, MD  21044-3329

Telephone:  (410) 964-2070; Fax:  (410) 997-0509

E-mail:  dcaa-fao6171@dcaa.mil 

Tierra Dailey, Supervisory Auditor 

Columbia, MD, Suite 220; Phone (410) 964-9732

Email:  Tierra.Dailey@dcaa.mil 

Auditors:  Keck 235/236

(1) Yvonne Mukase, Auditor

Email: Yvonne.Mukase@dcaa.mil  Phone: (410) 997-0028

(2) Robert Pierce, Auditor 

Email: robert.pierce@dcaa.mil  Phone: (410) 997-0670

(3) Carmen P Muñoz-Pedrogo, Auditor

Email: carmen.munoz-pedrogo@dcaa.mil  

Phone: (410) 997-3157




DEPARTMENT OF THE NAVY
OFFICE OF NAVAL RESEARCH
875 NORTH RANDOLPH STREET
SUITE 1425
ARLINGTON, VA 22203-1995

Agreement Date: December 19, 2014
[Supersedes agreement dated: January 30, 2014]

NEGOTIATION AGREEMENT

INSTITUTION:

National Academy of Sciences
500 Fifth Street
Washington, D.C. 20001

The Indirect Cost and Fringe Benefit rates and Cost of Money factors contained herein are for use
on grants, contracts and/or other agreements issued or awarded to the National Academy of
Sciences (NAS) by all Federal Agencies of the United States of America, in accordance with the
cost principles and provisions mandated by 2 CFR 230. These rates shall be used for forward
pricing and billing purposes for the NAS’ Fiscal Years 2014 and 2015. This rate agreement
supersedes all previous rate agreements for Fiscal Years 2014 and 2015.

SECTION I: RATES - TYPE: FIXED WITH CARRY-FORWARD PROVISIONS (FIXED)

FY 2014:

Tvpe Pool From To Rate Base Activity Location
Fixed Overhead 1/1/14 - 12/31/14  54.19% (a) All On Site
Fixed Overhead 1/1/14-12/31/14 30.65% (b) All Off Site
Fixed Subagreement Flow-Thru 1/1/14 - 12/31/14 3.40% (o) All All
Fixed G&A i/14-12/31/14  22.74% (d) All All
Fixed Leave 1/1/14-12/31/14 16.47% (e) All All
Fixed Fringe Benefits 1/14 - 12/31/14 37.29% () All All
Cost of Money Rates:

Fixed Overhead /1/14-12/31/14  43768% (a) All On Site
Fixed Subagreement Flow-Thru 1/1/14-12/31/14  0.1820% (c) All All
Fixed G&A 1/1/14-12/31/14  0.5219% (d) All All

FY 2015:

Tvpe  Pool From To Rate Base Activity Location
Fixed Overhead 1/1/15 - 12/31/15 58.72% (a) All On Site
Fixed Overhead /1715 - 12/31/15  30.65% (b) All Off Site
Fixed Subagreement Flow-Thru 1/1/15-12/31/15 3.40% (c) All All
Fixed G&A 1/15-12/31/15 2420% (d) All All
Fixed Leave 1/1/15 - 12/31/15 17.00% (e) All All
Fixed Fringe Benefits 1/115-12131/15  3475% (f) = Al All
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Type Pool From To Ratc Base Activity Location
Cost of Money Rates:

Fixed Overhead 1/1/15 - 12/31/15 4.1250% (a) Al On Site

Fixed Subagreement Flow-Thru 1/1/15-12/31/15 0.3096% (c) Al All

Fixed G&A 1/1/15 - 12/31/15 0.5300% (d) Al All
DISTRIBUTION BASES

(a) Direct labor dollars composed of total direct salaries and wages, (including overtime) onsite
leave, fringe benefits, temporary personnel onsite, base borrowed personnel onsite, and other
personal services onsite performed at 2101 Constitution Ave. and 500 Fifth Street.

(b) Program Direct labor dollars composed of total direct salaries and wages, (including
overtime), offsite leave, fringe benefits, temporary personnel offsite, base borrowed personnel
offsite, and other personal services offsite performed outside of 2101 Constitution Ave., and 500
Fifth Street (excludes direct salaries and wages, accrued leave, and fringe benefits of NAS
employees assigned to RERF).

(c) Subcontract/Flow-Thru Administration base is composed of Associateship/Fellowship,
Honoraria, Subcontracts, Direct Charged Equipment, and Dues to International Organizations.

(d) G&A Base Value Added Cost Input is composed of Onsite base, Onsite Assessment, Offsite
base, Offsite Assessment, Flow-Thru Assessment, Other Direct cost, and National Academy
Press applicable costs.

(e) Gross salaries and wages less: spending account, overtime premium, annual leave, salary
continuation, holiday leave, other leave, hourly employees, fuil-time temporaries, part-time
regular (<50%), part-time temporary, hourly and severance pay.

() The leave base described in (¢) above, plus part-time regular (<50%), overtime premium and
leave assessed.

SECTION II - GENERAL TERMS AND CONDITIONS

A. LIMITATIONS: Use of the rates set forth under Section I is subject to any statutory or
administrative limitations and is applicable to a given grant, contract, or other agreement only to
the extent that funds are available. Acceptance of the rates agreed to herein is predicated upon
the following conditions: (1) that no costs other than those incurred by the grantee/contractor
were included in this indirect cost pool as finally accepted and that such costs are legal
obligations of the grantee/contractor and allowable under governing cost principles; (2) that the
same costs that have been treated as indirect costs are not claimed as direct costs; (3) that similar
types of costs have been accorded consistent accounting treatment; and (4) that the information
provided by the grantee/contractor which was used as a basis for acceptance of the rates agreed to
herein, and expressly relied upon by the Government in negotiating and accepting the said rates is
not subsequently found to be materially incomplete or inaccurate.
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B. ACCOUNTING CHANGES: The rates contained in Section I of this agreement are based
on the accounting system in effect at the time the agreement was negotiated. Changes to the
method(s) of accounting for costs, which affect the amount of reimbursement resulting from the
use of these rates require the prior approval of the authorized representative of the cognizant
negotiation agency. Such changes include but are not limited to changes in the charging of a
particular type of cost from indirect to direct. Failure to obtain such approval may result in
subsequent cost disallowances.

C. FIXED RATES WITH CARRY-FORWARD PROVISIONS: The fixed rates in this
agreement are based on estimates of costs for Fiscal Years 2014 and 2015. When actual costs for
Fiscal Years 2014 and 2015 are determined, an adjustment will be made to the rates of a future
year to recognize the difference between the Fiscal Years 2014 and 2015 estimated costs used to
establish the fixed rates and the Fiscal Years 2014 and 2015 negotiated actual costs.

D. CARRY-FORWARD AMOUNTS: The below estimated carry-forward amounts were
included in the establishment of the FY 2014 and 2015 rates. Note: ( ) retlects over-recovery.

Carry-forward Amounts Liquidated in FY14 Fixed Rates

Rate Category 2010 2011 2012 2013
Onsite Overhead ($2,068,843) $936,186 $1,352,173
Off-site Overhead ($210,757) ($312,552) $418,874 $456,531
Sub Agr Flow Thru $28,135 $1,120,190 ($633,325)
G&A ($3,591,714) §2,494 625 31,097,090
Leave Benefit ($890,916) ($530,000)
Fringe Benefit $1,800,000
Cost of Money:
Onsite Overhead ($625,515) $382,39%4 $375,159
Sub Agr Flow Thru ($54,400) $61,200
G&A (§151,642) $151,642

Carry-forward Amounts Liquidated in FY15 Fixed Rates

Rate Category 2010 2011 2012 2013
Onsite Overhead $0 $0 $0 $0
Off-site Overhead $0 $0 $0 $198,500
Sub Agr Flow Thru $0 $0 $207,132 $0
G&A $0 $0 30 $2,200,000
Leave Benefit $0 $0 $0 ($403,297)
Fringe Benefit $0 $2.750,946  ($1,761,579)  ($1,599,367)
Cost of Money:

Onsite Overhead $0 $0 $0 $0

Sub Agr Flow Thru $0 $0 $18,884 $91,977

G&A $0 S0 $0 $0
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E. USE BY OTHER FEDERAL AGENCIES: The rates set forth in Section I are negotiated in
accordance with and under the authority set forth in 2 CFR 230. Accordingly, such rates shall be
applied to the extent provided in such regulations to grants, contracts, and other transactions to
which 2 CFR 230 applies, subject to any limitations in part A of this section. Copies of this
document may be provided by either party to other federal agencies which have or intend to issuc
or award sponsored agreements using these rates or to otherwise provide such agencies with
documentary notice of this agreement and its terms and conditions.

F. SPECIAL REMARKS:

1. The Govemment’s agreement with the rates set forth in Section I is not an
acceptance of the National Academy of Sciences’ (NAS) accounting practices or methodologies.
Any reliance by the Government on cost data or methodologies submitted by NAS is on a non-
precedence-setting basis and does not imply Government acceptance.

2. The rates included in SECTION 1 are not applicable to Intergovernmental
Personnel Act (IPA) costs, except for leave and Fringe Benefit rates. If the NAS elects to seek
reimbursement of indirect costs associated with IPA agreements, the NAS and the Office of
Naval Research shall establish a special indirect cost rate for IPA agreements in accordance with
the provisions of 2 CFR 230 and Cost Accounting Standards.

Accepted:
FOR THE NATIONAL ACADEMY FOR THE U.S. GOVERNMENT:
OF SCIENCES:
My B S bp— éﬂﬁ@@fm@_
Mary B. Safmon eth A. Snyder
Chief Financial Officer Contracting Officer
127 %or 1211204

Date Date

For information concerning this agreement, contact:
Beth A. Snyder (beth.snyder@navy.mil) (703) 696-5755, FAX: (703) 696-2870
Office of Naval Research, Indirect Cost Branch (ONR0242, Rm. 368)
875 N. Randolph Street, Suite 1425, Arlington, VA 22203-1995
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Office of Information &
Technology Services



MEMORANDUM



March 16, 2015



To: 	Dave Westbrook

	Director, Office of Contracts and Grants, OCFO



From: 	Dan Pasquini

	Business Manager, Office of Information and Technology Services



Subject:	ITS 2015 Technology Rate





The methodology and resulting technology rate are indicated below.  It is NAS policy to include these costs on all projects across the institution.



The technology rate is calculated using the budget estimate for technology costs divided by the number of network accounts.  The resulting rate is charged per two-week pay period for 26 pay periods.  Technology costs include hardware, software, equipment maintenance, on-site support, help desk support, internal network connection, internet connection, electronic mail and telecom infrastructure.



							

Technology Costs:	$11,426K	



Number of computers in use:	1,285



Number of two-week pay periods:	26			    





Calculation:   $11,426,220 / 1,285 / 26 = $342.00
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C: 	K. Singh, ITS

2101 Constitution Avenue, NW, Washington, DC 20418       Telephone  (202) 334 2701       Fax (202) 334 3749       national-academies.org





image1.png

THE NATIONAL ACADEMIES

Advisers to the Nation on Science, Engineering, and Medicine

National Academy of Sciences
National Academy of Engineering
Institute of Medicine

National Research Council







The National Academies of
SCIENCES * ENGINEERING - MEDICINE

October 23, 2015

Proposal No. 10002889

William M Yates

Contracting Officer

Cincinnati Procurement Operations Division
U.S. EPA, Mail Stop: NWD

25 W. Martin Luther King Drive

Cincinnati, OH 45268

Dear Mr. Yates:

We are pleased to submit the enclosed proposal, prepared by our Board on Life Sciences
of the Division on Earth and Life Studies, in response to your Request for Proposal for a task
order under Contract # EP-C-14-005, entitled Future Biotechnology Products and Opportunities
to Enhance Capabilities of the Biotechnology Regulatory System.

The responsible staff officer for this study is Dr. Douglas Friedman, Sr. Program Officer.
You may reach him at 202-334-1826 for questions regarding program matters. Business
negotiations are the responsibility of Mr. Douglas Denning, Contract Manager, Office of
Contracts and Grants, and he may be reached at 202-334-1422.

We appreciate your consideration of this proposal.

Sincerely,

FExecuftive Dir
Division on Earth and Life Studies

500 Fifth Street, NW, Washington, DC 20001
202.334.2500 gsymmes@nas.edu www.dels.nas.edu www.nationalacademies.org





(7 B) NATIONAL ACADEMY OF SCIENCES

OFFICE OF CONTRACTS AND GRANTS

Personal and Organization Conflict of Interest Certification

November 2, 2015

Mr. William Yates

Contracting Officer

US Environmental Protection Agency
Contracts Management Division

26 W. Martin Luther King Drive
Cincinnati, OH 45268

Re: Contract No. EP-C-14-005, Request for Task Order Proposal, “Future Biotechnology Products and
Opportunities to Enhance Capabilities of the Biotechnology Regulatory System”, NAS Proposal No.
10002889.

Dear Mr. Yates:

I certify that, to the best of our knowledge and belief, no actual, apparent, or potential organizational or
individual conflicts of interest related to this task order exist. Personnel who perform work under this
task order, or relating to the task order, have been informed of their obligation to report personal and
organizational interests. All actual, apparent or potential organizational or individual conflicts of
interest related to this task order have been reported to the contracting officer or are attached, if
applicable. We recognize the obligation to identify and report any actual or potential conflicts of interest.

If you have any questions regarding this certification, I can be reached at (202) 334-1422, or by email at
ddenning@nas.edu.

Sincerely,

T Dl €72

Douglas E. Denning
Contract Manager

The National Academies of
SCIENCES + ENGINEERING * MEDICINE

500 Fifth Street, NW, Washington, DC 20001
Phone 202.334.2254 Fax 202.334.2797 www.national-academies.org
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The National Academies of
SCIENCES - ENGINEERING - MEDICINE

DIVISION ON EARTH AND LIFE STUDIES
BOARD ON LIFE SCIENCES

Proposal No. 10002889

RFP Number — EP-C-14-005

FUTURE BIOTECHNOLOGY PRODUCTS AND OPPORTUNITIES TO ENHANCE CAPABILITIES OF THE
BIOTECHNOLOGY REGULATORY SYSTEM

OCTOBER 2015

/’?m,\w? '_Lj \e—_é%_ <2

avid P. Westbrook Douglas Friedman
Director Sr. Program Officer
Office of Contracts and Grants Board on Chemical Science and Technology
National Academy of Sciences Division on Earth and Life Studies
Telephone: (202) 334-2254 Telephone: (202} 334-1826
E-mail: dwestbro@nas.edu E-mail: dfriedman@nas.edu

This proposal is submitted by the NATIONAL ACADEMY OF SCIENCES (NAS), which assumes full technical and legal
responsibility under its Act of Incorporation for the work to be carried out under any resultant agreement. The NAS is a
private Federally chartered corporation exempt from federal income tax under Infernal Revenue Service Code section
5011(c)(3). The NAS Taxpayer ldenfification Number is 53-0196932.  DUNS Number is 04-196-4057. Awards resulting from this
proposal should be issued to NATIONAL ACADEMY OF SCIENCES and payment directed to:

National Academy of Sciences
Accounting Office
ATTN: Cash Management Section
500 Fifth Street, NW
Washington, DC 20001

Telephone: 202-334-3351 or 202-334-1476
(rev.7/7/15)
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The National Academies of Sciences, Engineering, and Medicine
Division on Earth and Life Studies

Board on Life Sciences

Future Biotechnology Products and Opportunities to Enhance Capabilities of the
Biotechnology Regulatory System

STATEMENT OF TASK: An ad hoc committee of the National Academies of Sciences,
Engineering, and Medicine will produce a consensus report designed to answer the
questions “What will the likely future products of biotechnology be over the next 5-10
years? What scientific capabilities, tools and/or expertise may be needed by the
regulatory agencies to ensure they make efficient and sound evaluations of the likely
future products of biotechnology?”

The committee will:

. Describe the major advances and the potential new types of biotechnology
products likely to emerge over the next 5-10 years.

. Describe the existing risk analysis system for biotechnology products including,
but perhaps not limited to, risk analyses developed and used by EPA, USDA, and FDA,
and describe each agency’s authorities as they pertain to the products of biotechnology.

. Determine whether potential future products could pose different types of risks
relative to existing products and organisms. Where appropriate, identify areas in which
the risks or lack of risks relating to the products of biotechnology are well understood.

. Indicate what scientific capabilities, tools, and expertise may be useful to the
regulatory agencies to support oversight of potential future products of biotechnology.

POLICY AND BACKGROUND: In 1986, the Federal government issued the
Coordinated Framework for the Regulation of Biotechnology (OSTP 1986), which
outlined a comprehensive federal regulatory policy for ensuring the safety of
biotechnology products. The Framework was further clarified in 1992 by an additional
Federal Register notice (OSTP 1992) containing a policy statement. Key aspects of the
Coordinated Framework are as follows:

. Existing statutes are adequate to deal with both research on and safety
evaluations of the products and processes of biotechnology, although the Coordinated
Framework recognized that “there can always be potential problems and deficiencies in
the regulatory apparatus in a fast moving field” (OSTP 1986).
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. Biotechnology products could include raw foods, processed foods, waste
treatment methods, human and animal medical products (such as drugs, biologics and
devices), pesticides, and other products including modified plants, animals, or
microorganisms themselves.

. The primary agencies with jurisdiction to regulate products of biotechnology are
the Food and Drug Administration (FDA), the U.S. Department of Agricuiture (USDA),
and the Environmental Protection Agency (EPA). The jurisdictional authorities of the
agencies over the products of biotechnology are determined by the use of the products
“as has been the case for traditional products” (OSTP 1986).

. Regulation of biotechnology products is to be based on their characteristics and
any product-specific risks, not by the process used to produce them (OSTP 1992).

In July, 2015, the current Administration issued a memorandum directing the EPA, FDA,
and USDA to update the Coordinated Framework, develop a long-term strategy to
ensure that the system is prepared for the future products of biotechnology, and
commission an external analysis of the future landscape of biotechnology products to
support this effort. The National Academies of Sciences, Engineering, and Medicine
have been asked to conduct the external analysis of the future landscape of
biotechnology products and to “identify (1) potential new risks and frameworks for risk
assessment and (2) areas in which the risks or lack of risks relating to the products of
biotechnology are well understood.” The objective of these activities is “to ensure public
confidence in the regulatory system and to prevent unnecessary barriers to future
innovation and competitiveness by improving the transparency, coordination,
predictability, and efficiency of the regulation of biotechnology products while continuing
to protect health and the environment.”

This memorandum recognized that advances in science and technology “have
dramatically altered the biotechnology landscape since the 1992 update of the CF.” For
example, the Coordinated Framework focused on products of biotechnology created
with recombinant DNA (rDNA) and in vitro technologies. Now genetic engineering
includes both in vitro and in vivo technologies, and along with rDNA, there have been
advances in the ability to synthesize DNA and to use genome editing techniques to
engineer organisms such as plants, animals, and microbes. Regulators, policy makers,
and practitioners will benefit from a sound understanding of the techniques currently in
use and under development for modifying and adapting organisms and how these
techniques are and might be applied (separately and in combination) for product
development. This could include products with applications in energy, biomanufacturing,
agriculture, and environmental protection, such as “ready to burn” liquid fuels produced
directly from CO;, bio-based chemicals, tailored food products to meet specialized
dietary requirements, and novel biosensors for real-time monitoring of the environment.

Based on this “horizon scanning,” an assessment of the risks and uncertainties that
might be associated with the future products of biotechnology using these and other
technigues would contribute to advancing the U.S. regulatory system to address future
needs. This evaluation would include whether or to what extent products of these
technological advances and current or envisioned applications introduce new types of
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risks or whether they are likely to mitigate risks.

PLAN OF ACTION: A committee of approximately 14 members, including up to 1
international member, will be appointed following standard Academies procedures. Prior
to appointment, nominations will be sought from a broad group of stakeholders in
academia, industry, non-governmental organizations, and government. The committee
will be formed in accordance with the Academies policies concerning conflict of interest
and bias to ensure a balanced and objective review

The committee will meet up to 5 times to gather data and prepare their report. The first
meeting will be held in Washington, DC and include an open session to discuss the
charge to the committee with EPA, FDA, USDA, and OSTP, as well as hear from other
stakeholders and experts. The second meeting, also in Washington, DC, will include a
2-day workshop-style open session with a series of outside speakers, including up to 2
international speakers, for the committee to gather data and information. A third day of
closed session will be held for committee deliberations. The third meeting will be two
days and will be held in a location determined by the NAS and commitiee to best
facilitate further data gathering. The fourth meeting will be held outside of Washington,
DC for the committee to write its draft report. It is expected that this meeting will be
closed, although a short open session may be included for additional data-gathering as
determined by the needs of the committee. A fifth meeting, which will be closed in its
entirety, may be held in Washington, DC for the committee to finalize its report in
preparation for peer-review or to finalize its report following peer review. Any open
sessions from meetings held outside Washington, DC will be available via the web
using WebEx or webcasting services.

The committee’s report will be peer reviewed in accordance with standard policies and
procedures of the Academies. A prepublication draft of the report will be delivered 12
months after project initiation, and a final version will be published by the National
Academies Press within 3 months of releasing the prepublication. Briefings will be
provided to EPA, FDA, USDA, OSTP, and other interested parties in the Federal
Government. The report will be made available for free download on the National
Academies website; other dissemination activities will be planned in consultation with
EPA.

The NAS will maintain a website that contains presentations from open data-gathering
meetings when permitted by the presenter. A public access file will be maintained in
accordance with Academies policies.

FEDERAL ADVISORY COMMITTEE ACT (FACA)

The Academy has developed policies and procedures to implement Section 15 of the
Federal Advisory Committee Act, 5 U.S.C. App., Section 15. Section 15 includes certain
requirements regarding public access and conflicts of interest that are applicable to
agreements under which the Academy, using a committee, provides advice or
recommendations to a Federal agency. In accordance with its Congressional Charter
and the requirements of Section 15, the Academy must provide independent, unbiased
advice without actual or perceived interference or management of the outcome (findings
and recommendations). Therefore, the Academy requires the right to publish all

—

Proposal No. 10002889 Page 3





unclassified materials without any restriction over content and release, including any
restriction that may require prior approval from the sponsoring agency.

In accordance with Section 15 of FACA, the Academy shall submit to the government
sponsor(s) following delivery of each applicable report a certification that the policies
and procedures of the Academy that implement Section 15 of FACA have been
substantially complied with in the performance of the contract/grant/cooperative
agreement with respect to the applicable report.

PUBLIC INFORMATION ABOUT THE PROJECT: In order to afford the public greater
knowledge of Academy activities and an opportunity to provide comments on those
activities, the Academy may post on its website (http:/nationalacademies.org) the
following information as appropriate under its procedures: (1) notices of meetings open
to the public; (2) brief descriptions of projects; (3) committee appointments including
biographies of committee members; (4) report information; and (5) any other pertinent
information.

ESTIMATE OF COSTS: The estimated total costs of the project are $918,887 over a
15-month period, as seen in the attached estimate. The requested funds will cover staff
time and travel for committee members, speakers, and staff. Other direct costs include
materials and supplies, publication and dissemination, consultant services for report
graphics and other communications materials, computer services, photocopies, postage
and delivery, conference calls, telephone equipment charges and meeting expenses.
International travel is included for 2 speakers to participate in meeting 2, and 1
committee member to participate in all meetings.
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THE NATIONAL ACADEMIES
OF SCIENCES, ENGINEERING AND MEDICINE

DIVISION ON EARTH AND LIFE STUDIES

BOARD ON LIFE SCIENCES
Proposal No. 10002889

Future Biotechnology Products and Opportunities to Enhance Capabilifies
of the Biotechnology Regulatory System

EPA Cumulative Summary Estimate of Costs

12115 fo 02/28/17

Direct Labor
Overhead

Overhead Cost of Money
Travel
Reports
Technology/Communication
Meeting Expense
Other Direct Costs

Subtotal:

General and Administrative Costs
G&A Cost of Money

Total:

Amount Requested From EPA $918,887

It is requested that the award will provide for payment
via Letter of Credit or electronic transfer.

Footnote: These major cost categories reflect the billing structure used by the National Academy of Sciences.
Cost and rate data are attached as background information and for use in the negotiation process. Please be
advised, however, that all costs are systematically collected in our accounting system and are available for
audit through arrangements with the Defense Contract Audit Agency and our cognizant Administrative
Confracting Officer at the Office of Naval Research.

AMOUNT

$271,193
$159,245
$11.187
$223,384
$15,000
$21,941
$10,000
$24,750

$736,700

$178,282
$3,905

$918,887





THE NATIONAL ACADEMIES
OF SCIENCES, ENGINEERING AND MEDICINE

DIVISION ON EARTH AND LIFE STUDIES

BOARD ON LIFE SCIENCES
Proposal No. 10002889

Future Biotechnology Products and Opportunities to Enhance Capabilities
of the Biotechnology Regutatory System

EPA Cumulative Summary Estimate of Costs

12/1/15 fo 11/30/16

Direct Labor
Overhead

Overhead Cost of Money
Travel
Technology/Communication
Meeting Expense
Other Direct Costs

Subtotai:

General and Administrative Costs
G&A Cost of Money

Total:

Amount Requested From EPA $846,246

Footnote: These major cost categories reflect the billing structure used by the National Academy of Sciences.
Cost and rate data are attached as background information and for use in the negotiation process. Please be
advised, however, that all costs are systematically collected in our accounting system and are available for
audit through arangements with the Defense Contract Audit Agency and our cognizant Administrative
Confracting Officer at the Office of Naval Research.

AMOUNT

$248,174
$145,728
$10,237
$220,338
$20,185
$10,000
$23,800

$678,462

$164,188
$3.596

$846,246





NATIONAL ACADEMY OF SCIENCES
INSTITUTE OF MEDICINE

DIRECT LABOR, ON-SITE

EXEMPT

TOTAL EXEMPT

NON-EXEMPT

TOTAL NON-EXEMPT

Total Saiaries

Salary Adjustments

Total Direct Labor, On-Site

Fringe Benefits @

ESTIMATION DETAILS PROVIDED FOR NEGOTIATION PURPOSES ONLY

Future Biotechnology Products and Opportunities fo Enhance Capabilities
of the Biotechnology Regulatory System

Board Director, BLS
Board Director, BCST
Board Director, BANR

Sr. Program Officer, BCST
Sr. Program Officer, BLS
Program Officer, BANR
Financial Associate

Sr. Program Assistant
Program Coordinator

n

TOTAL DIRECT LABOR, ON-SITE, PLUS FRINGE

SUBTOTAL {On-site Overhead Base)

OVERHEAD, On-site
COST OF MONEY (Labor)

TOTAL OVERHEAD, On-Site (3)

OTHER DIRECT COSTS

Other Personnel

Graphics and Communications

THE NATIONAL ACADEMIES

DIVISION ON EARTH AND LIFE STUDIES

BOARD ON LIFE SCIENCES

Proposal No. 10002889

Estimate of Costs

12/1/15 to
12 months

Percent
of Time

8%
3%
3%
60%
20%
25%
8%

50%
50%

(2)

34.75% of Salaries

58.72%
4.1250%

75 days

11/30/16

Annual
Salary

$188,300
$170,800
$149,500
$95,700
$130,900
$85,300
$71,300

$40.,000
$52,300

of Base
of Base

$200

NATIONAL ACADEMY OF ENGINEERING

NATIONAL RESEARCH COUNCIL

Total
Salary

$15,064
$5.124
$4,485
$57.420
$26,180
$21,325
$5.704

$20,000
$26,150

$15,000

Project
Totals

$135,302

$46,150

$181,452
$2,722

$184,174
$64,000

$248,174

$248,174

$145,728
$10,237
$155,965





Total Other Personnel

Travel Expenses (Domestic)

#Pers. #Migs
Experts 14 1
Experts 14 1
Experts 14 1
Experts 14 I
Experts 14 1
Speakers 5 |
Speakers 18 1
Speakers 5 l
Staff 4 ]
Staff 4 ]
Total Domestic Travel
Travel Expenses (International)
Experts
From To
Europe DC/Other
Europe speaker DC
Asia Speaker DC
Experts
Per Diem #Days
DC 2
DC 3
Irvine 5
San Franciso 2

Total International Travel

Total Travel

Other Costs

Commissioned Papers

Photocopies (6)

Postage and Delivery
Project

Technology/Communications
Technology Services (7)

Office supplies

Meeting Expenses

Total Other

TOTAL OTHER DIRECT COSTS

SUBTOTAL

General & Administrative Costs

Days/ #Per

Mtg X Mig.
2 14

3 14

2 14

5 14

2 14

2 5

3 18

2 5

2 4

5 4
#Pers #Mtg.
| 5

1 1

1 1
#Pers #Mtg.
1 2

3 1

1 1

1 1

1

$50

$50

$1,682.07

$50

each
/mo

/mo

/mo
/mo

Mtg

Cost
$1,523
$2,015
$1,523
$2,999
$1,523

$1,523
$2,015
$1,523

$1,523
$2,999

Fare
R/T
$1,500
$1,500
$2,000

Rate
$295
$295
$221
$324

$\Mtg Subtotal
$21,322 meeting 1
$28,210 meeting 2
$21,322 meeting 3
$41,986 meeting 4
$21,322 meeting 5
$134,162
$7.615 meeting 1
$36,270 meeting 2
$7.615 meeting 3
$51,500
$6,092 meeting 3
$11,996 meefing 4

$18,088
$203,750
Subtotals
$7.500
$1.500
$2,000
$11,000
$1,180
$2,655
$1.105
$648
$5.588
$16.,588
$7.,000 $7,000
$600
$600
$20.185
$600
$10.000

24.20% of Net Direct Labor, Overhead, and Direct Costs.

$15,000

$220,338

$38,985
$274,323
$678,462

$164,188





Cost of Money 0.5300% of Net Direct Labor, Overhead, and Direct Costs. $3.596

TOTAL GENERAL AND ADMINISTRATIVE COSTS (8) $167,784
TOTAL ESTIMATED COST $846,244
Amount Requested From EPA $846,246

It is requested that the award will provide for payment
via Letter of Credit or electronic transfer.





FOOTNOTES

An annual adjustment is applied to the salary base to provide for merit increases that will be awarded during
the performance period of any award resulting from this proposal. The effective date for estimating such
adjustments is June 1. The current merit pool is 3.0%

Direct Labor includes an accrual for personal leave, holidays, and other leave, such as jury duty and military
service, at a rate of 17.00%

The total On-site/Off-site Overhead rates include Facilities Capital Cost of Money factors.

The National Academies annually draw upon more than 11,600 volunteer scientists,
engineers, and other professionals, largely from universities and industry. This donated
professional expertise provides an invaluable resource to the Federal Government and
Private Sponsors and results in significant overail savings to the funding organization.

Master
Reports Manuscript Reports HTML CONV,
Estimated report production (copies) 0 0 0
Estimated report per copy cost $0.00 $0.00 $0.00
Estimated total report charge $0.00 $0.00 $0.00
Executive Order 12832 provides the authority for NAS to reproduce and disseminate Academy reports to the
public as needed and therefore we have included in our estimate of costs an amount projected to cover
the cost of producing and disseminating reports for this activity.
Copying
Estimated pages 10,000
Cost per page $0.0600
Copying is estimated on a monthly basis. The total estimated copying charge is derived by determining the
total estimated number of pages that might be reproduced based on similar projects undertaken by NAS
and multiplying by the per copy cost.
Technology Services
{Total Full-time Equivalent employees reflected in estimated salaried staff and on-site borrowed personnel
percent of time in Direct Labor section of estimate.)
Technology Services Cost $342.00

Technology services charge equals Prorated labor hours times the total basic equipment charge, and prorated
telephone and fax/modem usage, times the number of pay periods (bi-weekly) covered by the estimate.

NOTE: The total G&A rate includes a Facilities Capital Cost of Money rate, as approved in NAS's
ONR negotiated rate agreement.

The use of all rates in this proposal has been approved by the Administrative Contracting Officer, Office of
Naval Research, to assist sponsors in accurate forward pricing. The NAS indirect rates are negotiated with

the Office of Naval Research on a yearly basis. For contract billing purposes, the rates proposed may change
for subsequent fiscal years, and it is understood that any contractually-stipulated indirect rate would be
modified in accordance with any revised negotiated indirect rates. Indirect rates include the comesponding
negotiated rate agreement Facilities Cost of Money factors.

The Subagreements/Flow-Thru Administration rate includes a facilities capital cost of money factor applied
to the subagreement/flow-thru.





Federal Negotiated Indirect Cost Rate Agmt - 12/19/14 Rate

Before Cost of
NAS FY 15 FIXED RATES Cost of Money

Money Additive Total Rate
Offsite Overhead 30.65% 0.000% 30.6500%
Regular Overhead 58.72% 4.1250% 62.8450%
Flow-through Admin 3.40% 0.3096% 3.7096%
G&A 24.20% 0.5300% 24.7300%
Leave 17.00% 0.000% 17.00%
Fringe 34.75% 0.000% 34.75%
PRICES
Prices are determined on an actual-cost basis, but are not included
in the Negotiation Agreement with ONR.

Total Price

Copy Center per impression $0.0600
Technology Services, bi-weekly bi-weekly $342.00

Pay Periods 26 2.16667 per month






Direct Labor
Overhead

Overhead Cost of Money
Travel
Reports
Technology/Communication
Other Direct Costs

General and Administrative Costs
G&A Cost of Money

Amount Requested From EPA

THE NATIONAL ACADEMIES
OF SCIENCES, ENGINEERING AND MEDICINE

DIVISION ON EARTH AND LIFE STUDIES

BOARD ON LIFE SCIENCES
Proposal No. 10002889
Future Biotechnology Products and Opportunities to Enhance Capabilities
of the Biotechnology Regulatory System

EPA Cumulative Summary Estimate of Costs

12/1/16 to 02/28/17

Subtotal:

Total:

$72,641

Footnote: These major cost categories reflect the billing structure used by the National Academy of Sciences.

Cost and rate data are attached as background information and for use in the negotiation process. Please be

advised, however, that all costs are systematically collected in our accounting system and are available for
audit through arrangements with the Defense Contract Audit Agency and our cognizant Administrative
Contracting Officer at the Office of Naval Research.

AMOUNT

$23,019
$13.517
$950
$3,046
$15,000
$1,756
$950

$58,238

$14,094
$309

$72,641





NATIONAL ACADEMY OF SCIENCES

ESTIMATION DETAILS PROVIDED FOR NEGOTIATION PURPOSES ONLY

THE NATIONAL ACADEMIES

INSTITUTE OF MEDICINE

DIVISION ON EARTH AND LIFE STUDIES
BOARD ON LIFE SCIENCES
Proposal No. 10002889

Futuré Biotechnology Products and Opportunities to Enhance Capabilities
of the Biotechnology Regulatory System

Estimate of Costs

12/1/16 to 2/28/17

3 months
DIRECT LABOR, ON-SITE Percent Annual
of Time Salary
EXEMPT
Board Director, BLS 5% $188,300
Sr. Program Officer, BCST 25% $95,700
Sr. Program Officer, BLS 8% $130,900
Program Officer, BANR 8% $85,300
Financial Associate 8% $71,300
TOTAL EXEMPT
NON-EXEMPT
Sr. Program Assistant 25% $40,000
TOTAL NON-EXEMPT
Total Salaries
Salary Adjustments 1
Total Direct Labor, On-Site (2)
Fringe Benefits @ 34.75% of Salaries
TOTAL DIRECT LABOR, ON-SITE, PLUS FRINGE
SUBTOTAL (On-site Overhead Base)
OVERHEAD, On-site 58.72% of Base
COST OF MONEY (Labor) 4.1250% of Base
TOTAL OVERHEAD, On-Site (3)
DIRECT LABOR, OFF-SITE ACADEMIES Percent Annual

of Time Salary

NATIONAL ACADEMY OF ENGINEERING

NATIONAL RESEARCH COUNCIL

Total
Salary

$2,354
$5,981
$2,618
$1,706
$1,426

$2,500

Total
Salary

Project
Totals

$14,085

$2,500

$16,585
$498

$17,083

$5,936

$23,019

$23,019

$13.517
$950
$14,467

Project
Totals





Travel Expenses (Domestic)

#Pers. #Mtgs
Experts 2 1

Total Domestic Travel

Total Travel
Other Costs

Reports (4) (5)
Report Prod.

Photocopies (4)
Postage and Delivery

Project

Report disseminations
Technology/Communications

Technology Services ({7)
Office supplies

Total Other
TOTAL OTHER DIRECT COSTS
SUBTOTAL

- General & Administrative Costs
Cost of Money

Days/
Mtg
2

200

TOTAL GENERAL AND ADMINISTRATIVE COSTS (8)

TOTAL ESTIMATED COST

Amount Requested From EPA

It is requested that the award will provide for payment

#Per
X Mtg.
2

copies @
$50 /mo

$50 /mo
100

$585.39 /mo
$50 /mo

via Letter of Credit or electronic fransfer.

Mtg
Cost
$1,523

$75.00

$\Mtg

Subtotal

$3.046 meeting 6

$15,000

$5.00

$3.046

$3.046

$150

$150
$500

$1.756
$150

24.20% of Net Direct Labor, Overhead, and Direct Costs.
0.5300% of Net Direct Labor, Overhead, and Direct Costs.

$72,641

Report release

$3,046

$17,706
$20,752
$58,238
$14,094

$309
$14,403

$72,641





FOOTNOTES

An annual adjustment is applied to the salary base to provide for merit increases that will be awarded during
the performance period of any award resulting from this proposal. The effective date for estimating such
adjustments is June 1. The current merit pool is 3.0%

Direct Labor includes an accrual for personal leave, holidays, and other leave, such as jury duty and military
service, at a rate of 17.00%

The total On-site/Off-site Overhead rates include Facilities Capital Cost of Money factors.

The National Academies annually draw upon more than 11,600 volunteer scientists,
engineers, and other professionals, largely from universities and industry. This donated
professional expertise provides an invaluable resource to the Federal Government and
Private Sponsors and results in significant overall savings to the funding organization.

Master
Reports Manuscript Reports HTML CONV.
Estimated report production (copies) 0 200 0
Estimated report per copy cost $0.00 $75.00 $0.00
Estimated total report charge $0.00 $15,000.00 $0.00

Executive Order 12832 provides the authority for NAS to reproduce and disseminate Academy reports to the
public as needed and therefore we have included in our estimate of costs an amount projected to cover
the cost of producing and disseminating reports for this activity.

Copying
Estimated pages 2,500
Cost per page $0.0600

Copying is estimated on a monthly basis. The total estimated copying charge is derived by determining the
total estimated number of pages that might be reproduced based on similar projects undertaken by NAS
and multiplying by the per copy cost.

Technology Services

{Total Full-time Equivalent employees reflected in estimated salaried staff and on-site borrowed personnel
percent of time in Direct Labor section of estimate.)

Technology Services Cost $342.00
Technology services charge equails Prorated labor hours fimes the total basic equipment charge, and prorated
telephone and fax/modem usage, times the number of pay periods (bi-weekly) covered by the estimate.

NOTE: The total G&A rate includes a Facilities Capital Cost of Money rate, as approved in NAS's
ONR negotiated rate agreement.

The use of all rates in this proposal has been approved by the Administrative Contracting Officer, Office of
Naval Research, to assist sponsors in accurate forward pricing. The NAS indirect rates are negotiated with

the Office of Naval Research on a yearly basis. For contract billing purposes, the rates proposed may change
for subsequent fiscal years, and it is understood that any contractually-stipulated indirect rate would be
modified in accordance with any revised negotiated indirect rates. Indirect rates include the corresponding
negotiated rate agreement Facilities Cost of Money factors.

The Subagreements/Flow-Thru Administration rate includes a facilities capital cost of money factor applied
to the subagreement/flow-thru.





Federal Negotiated Indirect Cost Rate Agmt - 12/19/14 Rate

Before Cost of
NAS FY 15 FIXED RATES Cost of Money

Money Additive Total Rate
Offsite Overhead 30.65% 0.000% 30.6500%
Regular Overhead 58.72% 4.1250% 62.8450%
Flow-through Admin 3.40% 0.3096% 3.7096%
G&A 24.20% 0.5300% 24.7300%
Leave 17.00% 0.000% 17.00%
Fringe 34.75% 0.000% 34.75%
PRICES
Prices are determined on an actual-cost basis, but are not included
in the Negotiation Agreement with ONR.

Total Price

Copy Center per impression $0.0600
Technology Services, bi-weekly bi-weekly $342.00
Pay Periods 26 2.16667 per month






CoST EXPLANATION FOR COST PROPOSALS

Solicitation No. EP-C-14-005
NAS Proposal No. 10002889

FUTURE BIOTECHNOLOGY PRODUCTS AND OPPORTUNITIES TO ENHANCE
CAPABILITIES OF THE BIOTECHNOLOGY REGULATORY SYSTEM

The information provided below is a general discussion about how National Academies of Sciences,
Engineering, and Medicines (The Academies) cost proposals are developed.

Studies undertaken by The Academies are carried out by committees, panels, and other groups of
volunteer experts working with professional staff according to Academies’ procedures. These
procedures are designed to ensure the highest levels of scientific competence, to protect against bias,
and to preserve the independence of the committee process. The search for candidates for these
committees is carried out by Academies’ staff, who review the scholarly literature and consults
widely with Academy members, related boards and committees within The Academies,
knowledgeable authorities in the relevant disciplines and professional associations to discuss the
more important areas of expertise to be represented on the committee and to solicit
recommendations.

Because of the extensive selection process, the committee members of any particular study cannot
be selected until after an award is made. It is, therefore, the customary practice of The Academies
to use an historical standardized basis for estimating costs. Also, The Academies' volunteer
committee system does not permit identification of some of the project’s other related cost elements
until after the committee membership selection process is completed and the committee holds its
first meeting at which time decisions about the direction of the study are determined. Therefore,
The Academies' standard estimates are based on the length of the study, the projected committee
size and number of meetings, the number and type of personnel needed and as many of the other
aspects of the study that can be identified in the proposal stage. A comparison is made to similar
past and present studies to estimate costs.

This practice is periodically reviewed by the Defense Contract Audit Agency staff and by the Office
of Naval Research Administrative Contracting Officer. This system of cost estimating is the fairest
representation of the actual costs possible. A discussion of the individual line items is set forth
below:

Salaries

For all professional and secretarial staff that are current employees, salary rates reflect the
actual current annual rates. For staff yet to be identified, we estimate the salary levels of the
exempt or non-exempt category being proposed based on prior or existing projects of the
same size and scope. The number and type of positions proposed reflect the professional





expertise and support staff necessary to properly implement the activities to be conducted
under this project for the life of the award.

Once a project is under way, responsibility for ensuring adherence to The Academies’
process rests with the unit that received the award. This includes oversight of procedures for
appointing members to the committee, quality control, and monitoring project schedules.
Academies’ staff play a key role in the committee deliberative process by creating the
dispassionate and objective atmosphere in which the deliberative process takes place.
Administrative staff provide the committee members direct administrative support
including travel and meeting logistics, materials development and duplication, report
editing, communications support, etc.

Salary adjustments are proposed for each year in accordance with the timetables established
separately for yearly salary increases to professional and support staff whose performance
merits salary increases. The salary adjustment rate is an amount determined by The
Academies’ Office of Human Resources through a survey of similar institutions and is
approved by The Academies management for use in all proposals. Each agreement will be
charged only for the actual percentage increase on a yearly basis for each of the staff
members involved. Actual salary levels and adjustment rates can be verified by contacting
the Defense Contract Audit Agency. The salary adjustment rates effective, June 13, 2015
are reflected in The National Academies Compensation Structure chart.

General Scope of Responsibilities and Qualifications

General qualifications, duties, and responsibilities are provided in official Academies’
generic position descriptions prepared by the OHR. More specific or individualized
position descriptions, which may be developed jointly by supervisors and staff members
(coordinated and approved by OHR), should be signed by both persons and attached to
the staff member's annual performance appraisal.

Generic job descriptions for individuals that will work on this activity, Future
Biotechnology Products and Opportunities to Enhance Capabilities of the Biotechnology
Regulatory System, are below.

BOARD DIRECTOR (BLS)

EXEMPT

BAND: 2

JOB SUMMARY:

Oversees the management of all Board on Life Sciences (BLS)-led projects, assembles or
oversees the assembling of board, committees, and/or study panels and provides
oversight and guidance to the conduct of their work. Provides leadership and mentors
employees. Forms effective teams and cultivates a work environment that fosters
teamwork. Interprets and ensures consistent application of organizational policies.
Oversees the assembling of committees and provides guidance to those committees in the
conduct of their work and/or consensus building process. Significantly impacts the
advancement of science or policy through the successful conduct of National Academies’
programs and activities. Responsible for financial management and resource allocation,
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staff planning and management, and is fully accountable for the performance and results
of the department. The BLS director also provides expertise and contacts in the life
sciences that will important for identifying committee members, speakers, reviewers, and
other experts.

BOARD DIRECTOR (BCST)

EXEMPT

BAND: 3

JOB SUMMARY:

Although this project is led by the Board on Life Sciences, a small amount of time for the
Director of the Board on Chemical Sciences and Technology (BCST) is included in the
budget to provide expertise in the chemical sciences and engineering for the purposes of
forming the committee and identifying relevant experts to engage in the process.

BOARD DIRECTOR (BANR)

EXEMPT

BAND: 3

JOB SUMMARY:

Although this project is led by the Board on Life Sciences, a small amount of time for the
Director of the Board on Agriculture and Natural Resources (BANR) is included in the
budget to provide expertise in the agricultural sciences for the purposes of forming the
committee and identifying relevant experts to engage with them in the process.

SR. PROGRAM OFFICER (BCST)

EXEMPT

BAND: 4

JOB SUMMARY:

Serves as Study Director (Responsible Staff Officer) ensuring compliance with legal and
contractual obligations and Academies’ policies. Leads the development of program or
project strategy and budget and staffing requirements and ensures stated objectives are
met. Conducts program or project evaluations. Leads the assembly of the project
committee and helps guide the committee in the consensus building process. Develops
agendas, invites presenters and other experts, and oversees meeting logistics and
multimedia presentations. For studies, leads in assisting preparation of the draft report,
including writing sections of report based on committee input and review and editing the
report for format, consistency, and grammar. Manages the response to review, leads
preparation of response to comments and concerns of editors, and prepares the final
manuscript for publication. Responsible for financial management of assigned programs
or projects, including overseeing budget and schedule and authorizing expenditures.
Responsible for extensive communications activities related to assigned programs or
projects.





SR. PROGRAM OFFICER (BLS)

EXEMPT

BAND: 4

JOB SUMMARY:

Assists the Study Director by bringing relevant knowledge and expertise in the life
sciences to the project. Shares responsibility for developing and managing highly
complex programs or projects. Helps develop program/project strategy and budget and
ensures the program/project meets its stated objectives. Serves as liaison between
committee members and The Academies, and other applicable parties. Independently
supervises staff.

PROGRAM OFFICER (BANR)

EXEMPT

BAND: 5

JOB SUMMARY:

Assists the Study Director by bringing relevant knowledge and expertise in the
agricultural sciences to the project. Helps plan, coordinate, and implement the project
while consulting with collaborating staff and serving as liaison with all parties concerned.
Provides writing, editing, and related support. Helps ensure products conform to
organization’s standards for appearance and content.

FINANCIAL ASSOCIATE

EXEMPT

BAND: 6

JOB SUMMARY:

Prepares budget estimates and projections based on actual performance, previous budget
figures, estimated revenue, expense reports, and other factors. Reviews expenditures to
ensure conformance to budget and other compliance requirements. Maintains records of
expenses and budget balances and reconciles monthly financial reports. Prepares and audits
vouchers and expenses. Analyzes expenditures and revenues, overruns or under runs, and
compiles regular and special statistical reports for internal and external customers.

SR.PROGRAM ASSISTANT

NON EXEMPT

BAND: 8

JOB SUMMARY:

Performs routine and complex clerical and administrative tasks including word
processing, copying, faxing, filing, answering and screening calls, writing and editing
correspondence, and compiling and coordinating mailings. Creates, maintains, and
updates records, databases, and files. Coordinates logistical arrangements for committee
meetings, forums, workshops, etc. Assembles and reproduces agenda books and briefing
materials. Provides administrative support for meetings. Coordinates travel and lodging
arrangements. Prepares vouchers and reviews and processes travel expense reports in
compliance with applicable policies and procedures. Performs administrative-related
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Federal Advisory Committee Act (FACA) compliance tasks. Coordinates with
printers/publishers to have materials printed.

PROGRAM COORDINATOR

NON EXEMPT

BAND: 7

JOB SUMMARY:

Oversees program support employees in handling logistical arrangements for meetings,
including compilation and production of agenda books and briefing materials,
coordination of travel and lodging arrangements, and selection of venue, menu, and
support services. Develops information sources. Reads, analyzes, and evaluates data and
literature. Performs research and analysis, analyzing and organizing technical data and
reports and compiling summaries of information. Manages database to track references.
Participates in selecting literature for committee members, forum and workshop
attendees, and other applicable groups to receive through mailings, briefing books, and
meetings. Prepares the report for review and assists with review response. Ensures edits
are included in the report.





BASE PAY COMPENSATION STRUCTURE

Each core job within The Academies is evaluated and placed within the compensation
structure based on the market data collected by Compensation Services. Market data is
compiled to benchmark what other organizations pay employees in similar jobs. Each job
is then assigned to a pay band using the data collected through the market pricing
process.

In a few situations, jobs cannot be matched to market data. In that case, discussions are
held with managers to determine where the job should be placed in the hierarchy of the
job family and the compensation structure. Individuals may earn base pay anywhere
within the assigned pay band, depending on experience, individual contributions, and
other factors.

Each year, the Compensation Workgroup of the OHR participates in compensation
surveys, conducts market pricing, and analyzes market data to determine compensation
structure movement and whether reassignment of a job to a different band is appropriate.
Based on this analysis, the compensation structure midpoints/bands may be adjusted and
jobs may be assigned to a different band.

The National Academies Compensation Structure

Effective June 13, 2015

Pay Band Minimum Midpoint Maximum

0 I O L RWN -

10

$169,700  $233,300  $297,000
$135,100  $185,700  $236,500
$107,800  $148,100  $188,700
$85,900 $118,000  $150,400
$75,100 $93,800 $112,700
$60,100 $75,100 $90,200

$47,900 $59,800 $71,900

$38,100 $47,600 $57,200

$30,500 $38,100 $45,800
$24,400 $30,400 $36,600





Domestic Travel Calculations

The Academies provides complete travel services for Academies’ projects through our
contract travel agent. The Academies’ travel policies comply with Federal travel regulations.
Furthermore, negotiated agreements, based on The Academies' level of supplier usage,
attain cost savings which sometimes provide for cheaper air fares and hotel reservations than
can be obtained through Government discount air fares. Generally airlines do not recognize
Academies’ members as bona-fide government employees and will not allow the use of
government fares.

Because committee chairpersons, members and attendees are generally not known until after
contract award, actual travel costs cannot be calculated. Travel costs are estimated based on
the proposed number of committee members and other experts and staff travel using an
averaging system based on historical costs. Currently, the domestic travel estimates
included in proposals are calculated on the basis of an average domestic airfare cost of $539
and per diem (lodging, transportation, partial meals) of $492/day, with a per diem amount of
$492 added for each additional meeting day.

International Travel Calculations

When international travel is proposed, this travel is proposed as actual when the traveler and
origin/destination are known, or when the traveler is not known a median distance origin
point is used. The median point is determined by past experience with participation by
international experts on committees, proposed conference or international organization sites,
etc.

Graphics and Communications
This high-profile topic will require the development of some outreach materials for

policymakers, the scientific community, and other stakeholders. A graphic designer will be
used to develop and/or improve figures included the report and in products based on the
report. Shorter communications products based on the report to convey the main findings of
the report to a broader audience. These are to include a 4-page Report in Brief based on the
report and / or other products may include videos and interactive graphics. Other
communications support to be provided includes web and social media support.

Report Production Costs

The estimates for report production are based on the cost of similar previous reports produced

by The Academies. The costs represent the necessary expenses in producing the master
copy and may include when applicable editorial and formatting services, consultation and
manuscript planning, graphics, illustrations, title page and report cover design, tables and
figures, composition, proofreading, index creation, etc. While this report will be freely
available online, costs for printing approximately 200 hard copies that will be provided to
the sponsoring agencies, Congress and the White House upon request, the expert committee
members, reviewers, and a limited set of stakeholders.
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Copyin

As indicated in the appropriate footnote, copying costs are derived by determining the
approximate number of copies needed over the project life and multiplying this by the cost
of copying per page. The Academies committee process necessitates that many photocopies
be made of any commissioned papers, background documentation, briefings, draft reports
(double spaced and one sided so that members and reviewers can write on both sides),
members inputs on committee activities, miscellaneous copies of faxes, press clippings, e-
mails, relevant sponsor and other correspondence, etc.

Commissioned Papers

Commissioned papers, if included, are set forth by committee members and are prepared by
non-committee member experts for use by the committee. Papers may be on particular
topics, sub-topics, technical areas, or may be broadly defined in line with the committee’s
task. The committee has limited time to meet in-person with experts at its meetings and
workshops. A commissioned paper is an effective way to provide a historical perspective to
the committee outside of the in-person meeting. This historical perspective is important for a
study with such a broad mandate.

Postage/Delivery

Project postage costs include mailing drafts to members, correspondences from members to
the staff for distribution to the whole committee and correspondence to the sponsor. During
report coordination and review, overnight or priority mail is often necessary to expedite this
process.

Report dissemination costs are those associated with mailing the proposed number of reports
by regular mail.

Office Supplies

Most projects/activities may have some small direct charges for supplies for use on that
project. These supplies are ordered through our contract supply provider, NBA Office
Products.

Technology/Communication Services

The category technology services reflect in-house office support needs and are based on the
actual monthly charge per network account utilized under the project. This amount is
calculated by multiplying the rate by the percentage of time budgeted for the proposed staff
member under the project. This charge, based on $342.00/bi-weekly per FTE, includes
analyst support, the computer hot line, network connections, electronic mail, equipment,
maintenance and software.

Communications costs include long distance telephone, telephone equipment charges, fax,
modem, and analog lines and other special circumstances such as conference calls.
Communications charge rates are developed by the Academies information technology
office.





Meetings Expenses: Webcast

Meeting expenses for webcasting are for public dissemination of public meetings and
workshops over the internet. Costs may be used for teleconference, WebEx, webcasting, or
other services to provide access to public sessions to those unable to attend in person.

Indirect Cost Rates
The Academies currently has fixed indirect cost rates negotiated with the Office of Naval
Research.

Because the rates for a portion of the agreement period may not be negotiated at the time the
agreement is signed and won’t be finalized until subsequent years, The Academies proposal
includes the most current negotiated rates for negotiation purposes. However, in accordance
with the cost principles, adjustments to the rates are expected. It is expected that any
agreement which includes indirect rates will be modified to include the most current rates.
The Academies’ fiscal year is from January 1 through December 31.

Facilities capital cost of money is proposed as an allowable cost and will be specifically
identified in The Academies' cost proposals.

See attached cost estimate.





BREAKOUT OF MEETINGS EXPENSES

Meeting # 2

Type Meeting and Workhop

Meeting Expenses: Total
Webcasting $10,000

Total Meeting Expenses $10,000






EXEMPT
Board Director, BLS
Board Director, BCST
Board Director, BANR
Sr. Program Officer, BCST
Sr. Program Officer, BLS
Program Officer, BANR
Financial Associate

NON-EXEMPT
Sr. Program Assistant
Program Coordinator

Sharples,Frances E
Fryberger,Teresa A
Schoen,Roberta A
Friedman,Douglas C
Shelton-Davenport,Marilee K
Laney,Kara N
Mekasha,Bethelhem

Senn,Aanika D
Finkelman,Elizabeth M

DDA DWWN

~

$188,300
$170,800
$149,500
$95,700
$130,900
$85,300
$71,300

$40,000
$562,300









Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Lobar, Bryan

Sent: Tuesday, November 03, 2015 11:00 AM

To: Burns, Mike <Burns.Mike@epa.gov>

Subject: FW: Proposal Response to "Future Biotechnology Products and Opportunities to Enhance
Capabilities of the Biotechnology Regulatory System."

Mike:
(b) (5)

From: Denning, Doug [mailto:DDenning@nas.edu]

Sent: Monday, November 02, 2015 10:15 AM

To: Yates, William <Yates.William@epa.gov>

Cc: Lobar, Bryan <Lobar.Bryan@epa.gov>; Clarke, Robin <Clarke.Robin@epa.gov>

Subject: Proposal Response to "Future Biotechnology Products and Opportunities to Enhance
Capabilities of the Biotechnology Regulatory System."

(b) (5)
I
|
Doug



mailto:Burns.Mike@epa.gov
mailto:DDenning@nas.edu
mailto:Yates.William@epa.gov
mailto:Lobar.Bryan@epa.gov
mailto:Clarke.Robin@epa.gov

From: Burns, Mike

To: Lobar, Bryan

Cc: Segal, Mark; Morris, Jeff; Jordan, William; Syed, Hamaad; Fort. Felecia

Subject: FW: Quick Turn Around Information Request: Budget requests to support biotechnology
Date: Thursday, November 12, 2015 11:20:57 AM

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

202) 564-8273

202) 510-6848 (mobile)

202) 564-8170 (fax)

From: Burns, Mike

Sent: Thursday, November 12, 2015 11:10 AM

To: Monell, Marty ; Burman, Eric ; Morris, Jeff ; Jordan, William

Cc: Graves, Inza ; Richardson, Vickie ; Berkley, Bruce ; Robinson, David ; Jackson, Bailey ; Mojica, Andrea ; Schmit, Ryan ; Morales, Oscar ; Fort,
Felecia ; Cunningham-HQ, Barbara ; Dix, David ; Bryan Lobar

Subject: RE: Quick Turn Around Information Request: Budget requests to support biotechnology

= ||| S
=
[0
o
>
%]

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

202) 564-8273

202) 510-6848 (mobile)

202) 564-8170 (fax)

From: Monell, Marty

Sent: Thursday, November 12, 2015 8:21 AM

To: Burman, Eric <Burman.Eric@epa.gov>; Morris, Jeff <Morris.Jeff@epa.gov>

Cc: Graves, Inza <Graves.Inza@epa.gov>; Burns, Mike <Burns.Mike @epa.gov>; Richardson, Vickie <Richardson.Vicki .gov>; Berkley,


mailto:/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=c8ecb15f83d64d1b9e03e9053df9abdd-Burns, Mike
mailto:Lobar.Bryan@epa.gov
mailto:Segal.Mark@epa.gov
mailto:Morris.Jeff@epa.gov
mailto:/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=64d54af4da9c474485b5157786bad8ba-William Jordan
mailto:Syed.Hamaad@epa.gov
mailto:Fort.Felecia@epa.gov
mailto:Burman.Eric@epa.gov
mailto:Morris.Jeff@epa.gov
mailto:Graves.Inza@epa.gov
mailto:Burns.Mike@epa.gov
mailto:Richardson.Vickie@epa.gov

Bruce <Berkley.Bruce@epa.gov>; Robinson, David <Robinson.David@epa.gov>; Jackson, Bailey <Jackson.Bailey@epa.gov>; Mojica, Andrea
<Mojica.andrea@epa.gov>; Schmit, Ryan <schmit.ryan@epa.gov>; Burns, Mike <Burns.Mike@epa.gov>; Morales, Oscar
<Morales.Oscar@epa.gov>; Fort, Felecia <Eort.Felecia@epa.gov>; Cunningham-HQ, Barbara <Cunningham-HQ.Barbara@epa.gov>; Dix, David
<Dix.David@epa.gov>; Jordan, William <Jordan.William@epa.gov>

Subject: RE: Quick Turn Around Information Request: Budget requests to support biotechnology

b) (5

From: Burman, Eric

Sent: Thursday, November 12, 2015 8:13 AM

To: Monell, Marty <Monell. Marty@epa.gov>; Morris, Jeff <Morris.Jeff@epa.gov>

Cc: Graves, Inza <Graves.Inza@epa.gov>; Burns, Mike <Burns.Mike @epa.gov>; Richardson, Vickie <Richardson.Vicki .gov>; Berkley,
Bruce <Berkley.Bruce@epa.gov>; Robinson, David <Robinson.David@epa.gov>; Jackson, Bailey <Jackson.Bailey@epa.gov>; Mojica, Andrea
<Mojica.andrea@epa.gov>; Schmit, Ryan <schmit.ryan@epa.gov>; Burns, Mike <Burns.Mike @epa.gov>; Morales, Oscar
<Morales.Oscar@epa.gov>; Fort, Felecia <Fort.Felecia@epa.gov>; Cunningham-HQ, Barbara <Cunningham-HQ.Barbara@epa.gov>; Dix, David
<Dix.David@epa.gov>; Jordan, William <Jordan.William @epa.gov>

Subject: RE: Quick Turn Around Information Request: Budget requests to support biotechnology

b) (5

Eric Burman, Director
Resources Management Staff
USEPA/Office of Chemical Safety & Pollution Prevention

Phone: 202-564-0267
Cell: 202-821-7095
Fax: 202-564-0540

From: Monell, Marty

Sent: Thursday, November 12, 2015 8:09 AM
To: Burman, Eric <Burman.Eric@epa.gov>; Morris, Jeff <Morris.Jeff@epa.gov>

Cc: Graves, Inza <Graves.Inza@epa.gov>; Burns, Mike <Burns.Mike @epa.gov>; Richardson, Vickie <Richardson.Vickie@epa.gov>; Berkley,
Bruce <Berkley.Bruce@epa.gov>; Robinson, David <Robinson.David@epa.gov>; Jackson, Bailey <Jackson.Bailey@epa.gov>; Mojica, Andrea
<Mojica.andrea@epa.gov>; Schmit, Ryan <schmit.ryan@epa.gov>; Burns, Mike <Burns.Mike@epa.gov>; Morales, Oscar
<Morales.Oscar@epa.gov>; Fort, Felecia <Eort.Felecia@epa.gov>; Cunningham-HQ, Barbara <Cunningham-HQ.Barbara@epa.gov>; Dix, David
<Dix.David@epa.gov>; Jordan, William <Jordan.William@epa.gov>

Subject: RE: Quick Turn Around Information Request: Budget requests to support biotechnology

b) (5

From: Burman, Eric

Sent: Thursday, November 12, 2015 8:05 AM

To: Monell, Marty <Monell. Marty@epa.gov>; Morris, Jeff <Morris.Jeff@epa.gov>

Cc: Graves, Inza <Graves.Inza@epa.gov>; Burns, Mike <Burns.Mike @epa.gov>; Richardson, Vickie <Richardson.Vicki .gov>; Berkley,
Bruce <Berkley.Bruce@epa.gov>; Robinson, David <Robinson.David@epa.gov>; Jackson, Bailey <Jackson.Bailey@epa.gov>; Mojica, Andrea
<Mojica.andrea@epa.gov>; Schmit, Ryan <schmit.ryan@epa.gov>; Burns, Mike <Burns.Mike @epa.gov>; Morales, Oscar
<Morales.Oscar@epa.gov>; Fort, Felecia <Fort.Felecia@epa.gov>; Cunningham-HQ, Barbara <Cunningham-HQ.Barbara@epa.gov>; Dix, David
<Dix.David@epa.gov>; Jordan, William <Jordan. William@epa.gov>

Subject: RE: Quick Turn Around Information Request: Budget requests to support biotechnology

Marty,

b) (5

Eric Burman, Director
Resources Management Staff
USEPA/Office of Chemical Safety & Pollution Prevention

Phone: 202-564-0267
Cell: 202-821-7095
Fax: 202-564-0540

From: Monell, Marty

Sent: Thursday, November 12, 2015 7:45 AM

To: Morris, Jeff <Morris.Jeff@epa.gov>; Burman, Eric <Burman.Eric@epa.gov>

Cc: Graves, Inza <Graves.Inza@epa.gov>; Burns, Mike <Burns.Mike@epa.gov>; Richardson, Vickie <Richardson.Vickie@epa.gov>; Berkley,
Bruce <Berkley.Bruce@epa.gov>; Robinson, David <Robinson.David@epa.gov>; Jackson, Bailey <Jackson.Bailey@epa.gov>; Mojica, Andrea
<Mojica.andrea@epa.gov>; Schmit, Ryan <schmit.ryan@epa.gov>; Burns, Mike <Burns.Mike @epa.gov>; Morales, Oscar
<Morales.Oscar@epa.gov>; Fort, Felecia <Eort.Felecia@epa.gov>; Cunningham-HQ, Barbara <Cunningham-HQ.Barbara@epa.gov>; Dix, David
<Dix.David@epa.gov>; Jordan, William <Jordan.William@epa.gov>

Subject: RE: Quick Turn Around Information Request: Budget requests to support biotechnology

b) (5
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b) (5
From: Morris, Jeff
Sent: Thursday, November 12, 2015 7:37 AM
To: Burman, Eric <Burman.Eric@epa.gov>
Cc: Monell, Marty <Monell.Marty@epa.gov>; Graves, Inza <Graves.Inza@epa.gov>; Burns, Mike <Burns.Mike @epa.gov>; Richardson, Vickie
<Richardson.Vickie@epa.gov>; Berkley, Bruce <Berkley.Bruce@epa.gov>; Robinson, David <Robinson.David @epa.gov>; Jackson, Bailey
<Jackson.Bailey@epa.gov>; Mojica, Andrea <Mojica.andrea@epa.gov>; Schmit, Ryan <schmit.ryan@epa.gov>; Burns, Mike
<Burns.Mike@epa.gov>; Morales, Oscar <Morales.Oscar@epa.gov>; Fort, Felecia <Fort.Felecia@epa.gov>; Cunningham-HQ, Barbara
<Cunningham-HQ.Barbara@epa.gov>; Dix, David <Dix.David@epa.gov>; Monell, Marty <Monell.Marty@epa.gov>; Jordan, William

<Jordan.William@epa.gov>

Subject: RE: Quick Turn Around Information Request: Budget requests to support biotechnology
Erik,
IIE

Jeff

From: Monell, Marty

Sent: Wednesday, November 11, 2015 1:15 PM

To: Morris, Jeff <Morris.Jeff@epa.gov>

Subject: Fwd: Quick Turn Around Information Request: Budget requests to support biotechnology
This is timely

Sent from my iPhone

Begin forwarded message:

From: "Burman, Eric" <B n.Eri >

Date: November 11, 2015 at 9:53:23 AM EST

To: "Graves, Inza" <Graves.Inza@epa.gov>, "Burns, Mike" <Burns.Mike@epa.gov>, "Richardson, Vickie"
<Richardson.Vickie @epa.gov>

Cc: "Berkley, Bruce" <Berkley.Bruce@epa.gov>, "Robinson, David" <Robinson.David@epa.gov>, "Jackson, Bailey"

<Jackson.Bailey@epa.gov>, "Mojica, Andrea" <Mojica.andr .gov>, "Schmit, Ryan" <schmit.ryan .gov>, "Morales,
Oscar" <Morales.Oscar@epa.gov>, "Fort, Felecia" <Fort.Felecia@epa.gov>, "Cunningham-HQ, Barbara" <Cunningham-
HQ.Barbara@epa.gov>, "Scott, Gregory" <Scott.Gregory@epa.gov>, "Dix, David" <Dix.David@epa.gov>, "Monell, Marty"

<Monell.Marty@epa.gov>

Subject: Quick Turn Around Information Request: Budget requests to support biotechnology

Inza/Mike/Vickie,
G

Eric Burman, Director
Resources Management Staff
USEPA/Office of Chemical Safety & Pollution Prevention

Phone: 202-564-0267
Cell: 202-821-7095
Fax: 202-564-0540

Hi All:

(=)
ol

Thank you.

Gul Beg, Associate Director

Office of the Chief Financial Officer

Office of Budget, Multi-Media Analysis Staff
Office: (202) 564-0586

Iphone: (202) 538-3359

From: Li, Sharon G [mailto:Sharon.Li@fda.hhs.gov]
Sent: Monday, November 09, 2015 3:19 PM
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To: ocfoinfo <ocfoinfo@epa.gov>

Cc: Tsai, Chen-Tin <Chen-Tin.Tsai@fda.hhs.gov>; Roosen, Suzanne <Suzanne.Roosen@fda.hhs.gov>; Willis, Ken
<Ken.Willis@fda.hhs.gov>

Subject: Budget requests to support biotechnology

Good afternoon EPA Colleagues,

(b) (5)

Lead Budget Analyst

Food and Drug Administration

Office of Budget

8455 Colesville Road

COLE-14218

Silver Spring, MD 20993-0002

&: 301.796.4764 (Direct) &:202.997.3878 (BB)
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From: Burns, Mike

To: Morris, Jeff; Jordan, William

Cc: Lobar, Bryan; Segal, Mark

Subject: FW: Revised Task Order SOW / FW: New Task Order 10 (formerly 11) for NAS
Date: Tuesday, October 13, 2015 9:21:40 AM

e
. g%
|
\
& o«

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
.S. Environmental Protection Agency
Washington, DC 20460

202) 564-8273

202) 510-6848 (mobile)

202) 564-8170 (fax)

cC

e

From: Yates, William

Sent: Tuesday, October 13, 2015 8:46 AM

To: Lobar, Bryan

Cc: Camacho, Iris; Burns, Mike

Subject: RE: Revised Task Order SOW / FW: New Task Order 10 (formerly 11) for NAS
Thanks Bryan....

From: Lobar, Bryan

Sent: Tuesday, October 13, 2015 8:38 AM

To: Yates, William

Cc: Camacho, Iris; Burns, Mike

Subject: Revised Task Order SOW / FW: New Task Order 10 (formerly 11) for NAS
Hi William,

b) (5)
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(b) (5)

Thanks,
Bryan

From: Lobar, Bryan

Sent: Friday, October 09, 2015 3:54 PM

To: Denning, Doug

Cc: Yates, William

Subject: Re: New Task Order 10 (formerly 11) for NAS

That'll do. I'll send back arevised statement of work through William on Tuesday to reflect
those changes.

Sent using OWA for iPhone

From: Denning, Doug <DDenning@nas.edu>

Sent: Friday, October 9, 2015 11:42:36 AM

To: Lobar, Bryan

Cc: Yates, William

Subject: FW: New Task Order 10 (formerly 11) for NAS

Bryan:

Staff here provided the additional information below regarding your concerns. Let me know what
you think.

Doug

From: Friedman, Douglas

Sent: Friday, October 09, 2015 7:48 AM

To: Denning, Doug

Cc: Sharples, Fran

Subject: Re: New Task Order 10 (formerly 11) for NAS

b) (5)

From: Lobar, Bryan [mailto:Lobar.Bryan@epa.gov]
Sent: Thursday, October 08, 2015 4:30 PM

To: Denning, Doug

Cc: Yates, William

Subject: RE: New Task Order 10 (formerly 11) for NAS
Doug:

b) (5)
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Regards,

Bryan

Bryan Lobar

Planning and Assessment
Pollution Prevention and Toxics
202-564-7378

From: Denning, Doug [mailto:DDenning@nas.edul]
Sent: Thursday, October 08, 2015 7:16 AM

To: Yates, William

Cc: Clarke, Robin; Lobar, Bryan

Subject: New Task Order 10 (formerly 11) for NAS
William:
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Doug

From: Yates, William [mailto:Yates.William@epa.gov]
Sent: Thursday, October 01, 2015 3:22 PM

To: Denning, Doug
Cc: Clarke, Robin; Lobar, Bryan
Subject: RE: New Task Order 11 for NAS

Good afternoon Doug,
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From: Burns, Mike

To: Cleland-Hamnett, Wendy

Cc: Morris, Jeff; Segal, Mark; Henry, Tala; Barone. Stan; Fort, Felecia; Lobar, Bryan
Subject: Fwd: NAS Biotech Study: IAA Issuees

Date: Thursday, September 24, 2015 8:35:37 AM

Hi Wendy:

refer to originator

Mike Burns

Chief, Planning and A ssessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273
(202) 510-6848 (mobile)
(202) 564-8170 (fax)

Begin forwarded message:

From: "Morris, Jeff" <Morris.Jeff a.gov>

Date: September 21, 2015 at 8:35:32 AM EDT

To: "Burns, Mike" <Burns.Mike@epa.gov>

Cc: "Fort, Felecia" <Fort.Felecia@epa.gov>, "Segal, Mark"

<Segal .Mark@epa.gov>, "Lobar, Bryan" <Lobar.Bryan@epa.gov>, "Kapust,
Edna" <Kapust.Edn a.gov>

Subject: RE: NAS Biotech Study: 1AA Issuees

refer to originator
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refer to originator

Jeff

From: Burns, Mike

Sent: Monday, September 21, 2015 8:23 AM

To: Morris, Jeff

Cc: Fort, Felecia; Segal, Mark; Lobar, Bryan; Kapust, Edna
Subject: NAS Biotech Study: 1AA Issuees

Hi Jeff.

refer to originator

Mike Burns

Chief, Planning and A ssessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273
(202) 510-6848 (mobile)
(202) 564-8170 (fax)


tel:(202)%20564-8273
tel:(202)%20510-6848
tel:(202)%20564-8170

From: Lobar, Bryan

To: Segal. Mark

Subject: FYI: SOW and 5170s

Date: Tuesday, September 29, 2015 11:41:51 AM
Attachments: refer to originator

Bryan Lobar

Planning and Assessment
Pollution Prevention and Toxics
202-564-7378
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From: Burns, Mike

To: Nalubola, Ritu; Linden, Carol; Pillsbury. Laura; Doherty. Julia; Michael.J.Firko@aphis.usda.gov;
William.D.Hughes@aphis.usda.gov

Cc: Venegas. Ana M; Barbero. Robbie; Morris, Jeff; Jordan. William; Segal. Mark; Lobar, Bryan

Subject: NAS Proposal for Study on Future Biotechnology Products and Opportunities to Enhance Capabilities of the
Biotechnology Regulatory System

Date: Tuesday, November 10, 2015 3:21:27 PM

Attachments: SOW Biotech and Requlation final version.docx

10002889 Tech Prop.pdf
10002889 Cost Prop.pdf

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)
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Biotech Regulatory Enhancement                                        EP-C-14-005

NAS Task Order on Future Biotechnology Products and Opportunities to Enhance Capabilities of the Biotechnology Regulatory System





Purpose



The National Academies shall develop a consensus report designed to answer the questions “What will the likely future products of biotechnology be over the next 5-10 years? What scientific capabilities, tools and/or expertise may be needed by the regulatory agencies to ensure they make efficient and sound evaluations of the likely future products of biotechnology?”



Background



In 1986, the Federal government issued the Coordinated Framework for the Regulation of Biotechnology (OSTP 1986), which outlined a comprehensive federal regulatory policy for ensuring the safety of biotechnology products. The Framework was further clarified in 1992 by an additional Federal Register notice (OSTP 1992) containing a policy statement. Key aspects of the Coordinated Framework are as follows:



· Existing statutes are adequate to deal with both research on and safety evaluations of the products and processes of biotechnology, although the Coordinated Framework recognized that “there can always be potential problems and deficiencies in the regulatory apparatus in a fast moving field” (OSTP 1986). 

· Biotechnology products could include raw foods, processed foods, waste treatment methods, human and animal medical products (such as drugs, biologics and devices), pesticides, and other products including modified plants, animals, or microorganisms themselves.

· The primary agencies with jurisdiction to regulate products of biotechnology are the Food and Drug Administration (FDA), the U.S. Department of Agriculture (USDA), and the Environmental Protection Agency (EPA). The jurisdictional authorities of the agencies over the products of biotechnology are determined by the use of the products “as has been the case for traditional products” (OSTP 1986).

· Regulation of biotechnology products is to be based on their characteristics and any product-specific risks, not by the process used to produce them (OSTP 1992). 

In July, 2015, the current Administration issued a memorandum directing the EPA, FDA, and USDA to update the Coordinated Framework, develop a long-term strategy to ensure that the system is prepared for the future products of biotechnology, and commission an external analysis of the future landscape of biotechnology products to support this effort. The objective of these activities is “to ensure public confidence in the regulatory system and to prevent unnecessary barriers to future innovation and competitiveness by improving the transparency, coordination, predictability, and efficiency of the regulation of biotechnology products[footnoteRef:1] while continuing to protect health and the environment.” The National Academies of Sciences, Engineering, and Medicine have been asked to conduct the external analysis of the future landscape of biotechnology products and to “identify (1) potential new risks and frameworks for risk assessment and (2) areas in which the risks or lack of risks relating to the products of biotechnology are well understood.”  [1:  The July 2 memo stated that for the purpose of the memo, “biotechnology products” refers to products developed through genetic engineering or the targeted or in vitro manipulation of genetic information of organisms, including plants, animals, and microbes. It also covers some of the products produced by such plants, animals, and microbes or their derived products as determined by existing statutes and regulations. Products such as human drugs and medical devices are not the focus of the activities described in this memo.  ] 




This memorandum recognized that advances in science and technology “have dramatically altered the biotechnology landscape since the 1992 update of the CF.” For example, the Coordinated Framework focused on products of biotechnology created with recombinant DNA (rDNA) and in vitro technologies.  Now genetic engineering includes both in vitro and in vivo technologies, and along with rDNA, there have been advances in the ability to synthesize DNA and to use genome editing techniques to engineer organisms such as plants, animals, and microbes.  Regulators, policy makers, and practitioners will benefit from a sound understanding of the techniques currently in use and under development for modifying and adapting organisms and how these techniques are and might be applied (separately and in combination) for product development. This could include products with applications in energy, biomanufacturing, agriculture, and environmental protection, such as “ready to burn” liquid fuels produced directly from CO2, bio-based chemicals, tailored food products to meet specialized dietary requirements, and novel biosensors for real-time monitoring of the environment.



Based on this “horizon scanning,” an assessment of the risks and uncertainties that might be associated with the future products of biotechnology using these and other techniques would contribute to advancing the U.S. regulatory system to address future needs. This evaluation would include whether or to what extent products of these technological advances and current or envisioned applications introduce new types of risks or whether they are likely to mitigate risks. 



Task



1. After appointment of the committee, provide the EPA TOPO the list of members and their biographical sketches indicating the area(s) of expertise for each member. EPA, FDA, and USDA may make suggestions about individuals to serve as committee members. (Many of these have already been provided by OSTP.) 


2. NAS shall host at least three (3) meetings that are open to the public at which invited experts provide information to the committee members to assist in addressing the charge to the panel in support of the final report.


3. NAS shall make arrangements for transportation, lodging and logistical support for each expert asked to participate in the information gathering meetings to be held in Washington, DC or other location(s) as NAS judges necessary for successful performance of the Task Order.


4. NAS shall write a final report addressing the NAS panel’s findings and recommendations regarding the 4 charges of the panel and summarizes the process followed to develop those findings and recommendations.



Charge to the Expert Panel 



A National Academy of Sciences committee will produce a consensus report designed to answer the questions “What will the likely future products of biotechnology be over the next 5-10 years? What scientific capabilities, tools and/or expertise may be needed by the regulatory agencies to ensure they make efficient and sound evaluations of the likely future products of biotechnology?”



The committee will:

· Describe the major advances and the potential new types of biotechnology products likely to emerge over the next 5-10 years.



· Describe the existing risk analysis system for biotechnology products including, but perhaps not limited to, risk analyses developed and used by EPA, USDA, and FDA, and describe each agency’s authorities as they pertain to the products of biotechnology.  



· Determine whether potential future products could pose different types of risks relative to existing products and organisms. Where appropriate, identify areas in which the risks or lack of risks relating to the products of biotechnology are well understood.



· Indicate what scientific capabilities, tools, and expertise may be useful to the regulatory agencies to support oversight of potential future products of biotechnology.   



Expertise Required



NAS shall identify an expert committee of approximately 14 subject matter experts who:

1. are recognized experts in the fields relevant to the request including:

a. legal expertise in the regulatory systems for biotechnology at FDA, EPA, and USDA,

b. industrial biotechnology, 

c. agricultural biotechnology, 

d. food biotechnology, 

e. genetic engineering techniques,

f. synthetic biology,

g. and other areas of expertise as judged necessary by the NAS Board on Life Sciences (BLS) committee;



2. [bookmark: _GoBack]And have been evaluated for conflict of interest or lack of impartiality in accordance with established NAS procedures.



Deliverables 



1. A project plan including a project milestone chart shall be provided to the EPA CO and TOPO within 30 days of task initiation.  This project milestone chart shall detail the significant activities for each task, as well as expected progression of the deliverables.

a. If the collection of use of environmental data is planned and required for the completion of this Task Order, the contractor shall draft and submit Quality Assurance Project Plant (QAPP) for approval by the EPA TOPO. Written Approval by the EPA TOPO is required prior to commencement of any environmental data activity. 



2. Written monthly progress reports on work completed during the month, work projected for the next month, a summary of expenditures for the period, and cumulative expenditures through the end of the reporting period. The written progress reports shall be delivered via email to the Project Officer, Task Order Project Officer and Contracting Officer.


3. Final lists of experts and their biographical sketches who will serve as committee members or as experts to speak to the committee during its information gathering meetings.
 

4. Organization, hosting, and facilitation of at least three (3) information gathering meetings that are open to the public regarding the subject of the charge to the committee. These meetings shall be made available live through webcast or webinar.


5. Maintenance of a public access file and project website that contain written public comments and presentations (if permitted by their authors) for the aforementioned meetings.


6. Arrangement and provision of transportation, lodging, and any other logistical support for the experts’ participation in the public science meetings or workshops.



7. A final report addressing the NAS panel’s findings and recommendations regarding the 4 charges of the panel and that summarizes the process followed to develop those findings and recommendations. A “pre-publication copy” of the final report will be provided to EPA 12 months after the initiation of the study. A final report printed by the National Academies Press will be provided 15 months after the study initiation.

a. If the collection of use of environmental data is planned and required for the completion of this Task Order a final QA Report will be submitted with the final report.

Acceptance:  By the EPA Task Order Project Officer



Acceptance Criteria:  Technical accuracy, completeness, timeliness, grammatically correct, free of typographical errors, and conformance with the specific task, charge and expertise and deliverables of this Statement of Work.



EPA Contact Information:



Task Order Project Officer

		Bryan Lobar

		Lobar.Bryan@epa.gov

202-564-7378



U.S. EPA HQ (7408-M)

1200 Pennsylvania Avenue, N.W. 

Washington, D.C. 20460



	Alternate Task Order Project Officer

		Iris Camacho

		Camacho.Iris@epa.gov	

		202-564-1229 

		

U.S. EPA HQ (7403-M)

1200 Pennsylvania Avenue, N.W. 

Washington, D.C. 20460



References: 

Office of Science and Technology Policy. 1986. Coordinated Framework for Regulation of Biotechnology. 51 FR 23302, June 26, 1986



Office of Science and Technology Policy. 1992. Exercise of Federal Oversight Within Scope of Statutory Authority: Planned Introductions of Biotechnology Products into the Environment. 57 FR 6753, February 27, 1992. 



The White House. 2015. Memorandum for Heads of Food and Drug Administration, Environmental Protection Agency, and Department of Agriculture: Modernizing the Regulatory System for Biotechnology Products. https://www.whitehouse.gov/sites/default/files/microsites/ostp/modernizing_the_reg_system_for_biotech_products_memo_final.pdf, July 2, 2015



10/13/2015 8:52 AM




The National Academies of
SCIENCES * ENGINEERING - MEDICINE

October 23, 2015

Proposal No. 10002889

William M Yates
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U.S. EPA, Mail Stop: NWD

25 W. Martin Luther King Drive

Cincinnati, OH 45268

Dear Mr. Yates:

We are pleased to submit the enclosed proposal, prepared by our Board on Life Sciences
of the Division on Earth and Life Studies, in response to your Request for Proposal for a task
order under Contract # EP-C-14-005, entitled Future Biotechnology Products and Opportunities
to Enhance Capabilities of the Biotechnology Regulatory System.

The responsible staff officer for this study is Dr. Douglas Friedman, Sr. Program Officer.
You may reach him at 202-334-1826 for questions regarding program matters. Business
negotiations are the responsibility of Mr. Douglas Denning, Contract Manager, Office of
Contracts and Grants, and he may be reached at 202-334-1422.

We appreciate your consideration of this proposal.

Sincerely,

FExecuftive Dir
Division on Earth and Life Studies

500 Fifth Street, NW, Washington, DC 20001
202.334.2500 gsymmes@nas.edu www.dels.nas.edu www.nationalacademies.org
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Contracting Officer

US Environmental Protection Agency
Contracts Management Division

26 W. Martin Luther King Drive
Cincinnati, OH 45268

Re: Contract No. EP-C-14-005, Request for Task Order Proposal, “Future Biotechnology Products and
Opportunities to Enhance Capabilities of the Biotechnology Regulatory System”, NAS Proposal No.
10002889.

Dear Mr. Yates:

I certify that, to the best of our knowledge and belief, no actual, apparent, or potential organizational or
individual conflicts of interest related to this task order exist. Personnel who perform work under this
task order, or relating to the task order, have been informed of their obligation to report personal and
organizational interests. All actual, apparent or potential organizational or individual conflicts of
interest related to this task order have been reported to the contracting officer or are attached, if
applicable. We recognize the obligation to identify and report any actual or potential conflicts of interest.

If you have any questions regarding this certification, I can be reached at (202) 334-1422, or by email at
ddenning@nas.edu.

Sincerely,

T Dl €72

Douglas E. Denning
Contract Manager
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500 Fifth Street, NW, Washington, DC 20001
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The National Academies of Sciences, Engineering, and Medicine
Division on Earth and Life Studies

Board on Life Sciences

Future Biotechnology Products and Opportunities to Enhance Capabilities of the
Biotechnology Regulatory System

STATEMENT OF TASK: An ad hoc committee of the National Academies of Sciences,
Engineering, and Medicine will produce a consensus report designed to answer the
questions “What will the likely future products of biotechnology be over the next 5-10
years? What scientific capabilities, tools and/or expertise may be needed by the
regulatory agencies to ensure they make efficient and sound evaluations of the likely
future products of biotechnology?”

The committee will:

. Describe the major advances and the potential new types of biotechnology
products likely to emerge over the next 5-10 years.

. Describe the existing risk analysis system for biotechnology products including,
but perhaps not limited to, risk analyses developed and used by EPA, USDA, and FDA,
and describe each agency’s authorities as they pertain to the products of biotechnology.

. Determine whether potential future products could pose different types of risks
relative to existing products and organisms. Where appropriate, identify areas in which
the risks or lack of risks relating to the products of biotechnology are well understood.

. Indicate what scientific capabilities, tools, and expertise may be useful to the
regulatory agencies to support oversight of potential future products of biotechnology.

POLICY AND BACKGROUND: In 1986, the Federal government issued the
Coordinated Framework for the Regulation of Biotechnology (OSTP 1986), which
outlined a comprehensive federal regulatory policy for ensuring the safety of
biotechnology products. The Framework was further clarified in 1992 by an additional
Federal Register notice (OSTP 1992) containing a policy statement. Key aspects of the
Coordinated Framework are as follows:

. Existing statutes are adequate to deal with both research on and safety
evaluations of the products and processes of biotechnology, although the Coordinated
Framework recognized that “there can always be potential problems and deficiencies in
the regulatory apparatus in a fast moving field” (OSTP 1986).
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. Biotechnology products could include raw foods, processed foods, waste
treatment methods, human and animal medical products (such as drugs, biologics and
devices), pesticides, and other products including modified plants, animals, or
microorganisms themselves.

. The primary agencies with jurisdiction to regulate products of biotechnology are
the Food and Drug Administration (FDA), the U.S. Department of Agricuiture (USDA),
and the Environmental Protection Agency (EPA). The jurisdictional authorities of the
agencies over the products of biotechnology are determined by the use of the products
“as has been the case for traditional products” (OSTP 1986).

. Regulation of biotechnology products is to be based on their characteristics and
any product-specific risks, not by the process used to produce them (OSTP 1992).

In July, 2015, the current Administration issued a memorandum directing the EPA, FDA,
and USDA to update the Coordinated Framework, develop a long-term strategy to
ensure that the system is prepared for the future products of biotechnology, and
commission an external analysis of the future landscape of biotechnology products to
support this effort. The National Academies of Sciences, Engineering, and Medicine
have been asked to conduct the external analysis of the future landscape of
biotechnology products and to “identify (1) potential new risks and frameworks for risk
assessment and (2) areas in which the risks or lack of risks relating to the products of
biotechnology are well understood.” The objective of these activities is “to ensure public
confidence in the regulatory system and to prevent unnecessary barriers to future
innovation and competitiveness by improving the transparency, coordination,
predictability, and efficiency of the regulation of biotechnology products while continuing
to protect health and the environment.”

This memorandum recognized that advances in science and technology “have
dramatically altered the biotechnology landscape since the 1992 update of the CF.” For
example, the Coordinated Framework focused on products of biotechnology created
with recombinant DNA (rDNA) and in vitro technologies. Now genetic engineering
includes both in vitro and in vivo technologies, and along with rDNA, there have been
advances in the ability to synthesize DNA and to use genome editing techniques to
engineer organisms such as plants, animals, and microbes. Regulators, policy makers,
and practitioners will benefit from a sound understanding of the techniques currently in
use and under development for modifying and adapting organisms and how these
techniques are and might be applied (separately and in combination) for product
development. This could include products with applications in energy, biomanufacturing,
agriculture, and environmental protection, such as “ready to burn” liquid fuels produced
directly from CO;, bio-based chemicals, tailored food products to meet specialized
dietary requirements, and novel biosensors for real-time monitoring of the environment.

Based on this “horizon scanning,” an assessment of the risks and uncertainties that
might be associated with the future products of biotechnology using these and other
technigues would contribute to advancing the U.S. regulatory system to address future
needs. This evaluation would include whether or to what extent products of these
technological advances and current or envisioned applications introduce new types of
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risks or whether they are likely to mitigate risks.

PLAN OF ACTION: A committee of approximately 14 members, including up to 1
international member, will be appointed following standard Academies procedures. Prior
to appointment, nominations will be sought from a broad group of stakeholders in
academia, industry, non-governmental organizations, and government. The committee
will be formed in accordance with the Academies policies concerning conflict of interest
and bias to ensure a balanced and objective review

The committee will meet up to 5 times to gather data and prepare their report. The first
meeting will be held in Washington, DC and include an open session to discuss the
charge to the committee with EPA, FDA, USDA, and OSTP, as well as hear from other
stakeholders and experts. The second meeting, also in Washington, DC, will include a
2-day workshop-style open session with a series of outside speakers, including up to 2
international speakers, for the committee to gather data and information. A third day of
closed session will be held for committee deliberations. The third meeting will be two
days and will be held in a location determined by the NAS and commitiee to best
facilitate further data gathering. The fourth meeting will be held outside of Washington,
DC for the committee to write its draft report. It is expected that this meeting will be
closed, although a short open session may be included for additional data-gathering as
determined by the needs of the committee. A fifth meeting, which will be closed in its
entirety, may be held in Washington, DC for the committee to finalize its report in
preparation for peer-review or to finalize its report following peer review. Any open
sessions from meetings held outside Washington, DC will be available via the web
using WebEx or webcasting services.

The committee’s report will be peer reviewed in accordance with standard policies and
procedures of the Academies. A prepublication draft of the report will be delivered 12
months after project initiation, and a final version will be published by the National
Academies Press within 3 months of releasing the prepublication. Briefings will be
provided to EPA, FDA, USDA, OSTP, and other interested parties in the Federal
Government. The report will be made available for free download on the National
Academies website; other dissemination activities will be planned in consultation with
EPA.

The NAS will maintain a website that contains presentations from open data-gathering
meetings when permitted by the presenter. A public access file will be maintained in
accordance with Academies policies.

FEDERAL ADVISORY COMMITTEE ACT (FACA)

The Academy has developed policies and procedures to implement Section 15 of the
Federal Advisory Committee Act, 5 U.S.C. App., Section 15. Section 15 includes certain
requirements regarding public access and conflicts of interest that are applicable to
agreements under which the Academy, using a committee, provides advice or
recommendations to a Federal agency. In accordance with its Congressional Charter
and the requirements of Section 15, the Academy must provide independent, unbiased
advice without actual or perceived interference or management of the outcome (findings
and recommendations). Therefore, the Academy requires the right to publish all

—
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unclassified materials without any restriction over content and release, including any
restriction that may require prior approval from the sponsoring agency.

In accordance with Section 15 of FACA, the Academy shall submit to the government
sponsor(s) following delivery of each applicable report a certification that the policies
and procedures of the Academy that implement Section 15 of FACA have been
substantially complied with in the performance of the contract/grant/cooperative
agreement with respect to the applicable report.

PUBLIC INFORMATION ABOUT THE PROJECT: In order to afford the public greater
knowledge of Academy activities and an opportunity to provide comments on those
activities, the Academy may post on its website (http:/nationalacademies.org) the
following information as appropriate under its procedures: (1) notices of meetings open
to the public; (2) brief descriptions of projects; (3) committee appointments including
biographies of committee members; (4) report information; and (5) any other pertinent
information.

ESTIMATE OF COSTS: The estimated total costs of the project are $918,887 over a
15-month period, as seen in the attached estimate. The requested funds will cover staff
time and travel for committee members, speakers, and staff. Other direct costs include
materials and supplies, publication and dissemination, consultant services for report
graphics and other communications materials, computer services, photocopies, postage
and delivery, conference calls, telephone equipment charges and meeting expenses.
International travel is included for 2 speakers to participate in meeting 2, and 1
committee member to participate in all meetings.
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THE NATIONAL ACADEMIES
OF SCIENCES, ENGINEERING AND MEDICINE

DIVISION ON EARTH AND LIFE STUDIES

BOARD ON LIFE SCIENCES
Proposal No. 10002889

Future Biotechnology Products and Opportunities to Enhance Capabilifies
of the Biotechnology Regulatory System

EPA Cumulative Summary Estimate of Costs

12115 fo 02/28/17

Direct Labor
Overhead

Overhead Cost of Money
Travel
Reports
Technology/Communication
Meeting Expense
Other Direct Costs

Subtotal:

General and Administrative Costs
G&A Cost of Money

Total:

Amount Requested From EPA $918,887

It is requested that the award will provide for payment
via Letter of Credit or electronic transfer.

Footnote: These major cost categories reflect the billing structure used by the National Academy of Sciences.
Cost and rate data are attached as background information and for use in the negotiation process. Please be
advised, however, that all costs are systematically collected in our accounting system and are available for
audit through arrangements with the Defense Contract Audit Agency and our cognizant Administrative
Confracting Officer at the Office of Naval Research.

AMOUNT

$271,193
$159,245
$11.187
$223,384
$15,000
$21,941
$10,000
$24,750

$736,700

$178,282
$3,905

$918,887





THE NATIONAL ACADEMIES
OF SCIENCES, ENGINEERING AND MEDICINE

DIVISION ON EARTH AND LIFE STUDIES

BOARD ON LIFE SCIENCES
Proposal No. 10002889

Future Biotechnology Products and Opportunities to Enhance Capabilities
of the Biotechnology Regutatory System

EPA Cumulative Summary Estimate of Costs

12/1/15 fo 11/30/16

Direct Labor
Overhead

Overhead Cost of Money
Travel
Technology/Communication
Meeting Expense
Other Direct Costs

Subtotai:

General and Administrative Costs
G&A Cost of Money

Total:

Amount Requested From EPA $846,246

Footnote: These major cost categories reflect the billing structure used by the National Academy of Sciences.
Cost and rate data are attached as background information and for use in the negotiation process. Please be
advised, however, that all costs are systematically collected in our accounting system and are available for
audit through arangements with the Defense Contract Audit Agency and our cognizant Administrative
Confracting Officer at the Office of Naval Research.

AMOUNT

$248,174
$145,728
$10,237
$220,338
$20,185
$10,000
$23,800

$678,462

$164,188
$3.596

$846,246





NATIONAL ACADEMY OF SCIENCES
INSTITUTE OF MEDICINE

DIRECT LABOR, ON-SITE

EXEMPT

TOTAL EXEMPT

NON-EXEMPT

TOTAL NON-EXEMPT

Total Saiaries

Salary Adjustments

Total Direct Labor, On-Site

Fringe Benefits @

ESTIMATION DETAILS PROVIDED FOR NEGOTIATION PURPOSES ONLY

Future Biotechnology Products and Opportunities fo Enhance Capabilities
of the Biotechnology Regulatory System

Board Director, BLS
Board Director, BCST
Board Director, BANR

Sr. Program Officer, BCST
Sr. Program Officer, BLS
Program Officer, BANR
Financial Associate

Sr. Program Assistant
Program Coordinator

n

TOTAL DIRECT LABOR, ON-SITE, PLUS FRINGE

SUBTOTAL {On-site Overhead Base)

OVERHEAD, On-site
COST OF MONEY (Labor)

TOTAL OVERHEAD, On-Site (3)

OTHER DIRECT COSTS

Other Personnel

Graphics and Communications

THE NATIONAL ACADEMIES

DIVISION ON EARTH AND LIFE STUDIES

BOARD ON LIFE SCIENCES

Proposal No. 10002889

Estimate of Costs

12/1/15 to
12 months

Percent
of Time

8%
3%
3%
60%
20%
25%
8%

50%
50%

(2)

34.75% of Salaries

58.72%
4.1250%

75 days

11/30/16

Annual
Salary

$188,300
$170,800
$149,500
$95,700
$130,900
$85,300
$71,300

$40.,000
$52,300

of Base
of Base

$200

NATIONAL ACADEMY OF ENGINEERING

NATIONAL RESEARCH COUNCIL

Total
Salary

$15,064
$5.124
$4,485
$57.420
$26,180
$21,325
$5.704

$20,000
$26,150

$15,000

Project
Totals

$135,302

$46,150

$181,452
$2,722

$184,174
$64,000

$248,174

$248,174

$145,728
$10,237
$155,965





Total Other Personnel

Travel Expenses (Domestic)

#Pers. #Migs
Experts 14 1
Experts 14 1
Experts 14 1
Experts 14 I
Experts 14 1
Speakers 5 |
Speakers 18 1
Speakers 5 l
Staff 4 ]
Staff 4 ]
Total Domestic Travel
Travel Expenses (International)
Experts
From To
Europe DC/Other
Europe speaker DC
Asia Speaker DC
Experts
Per Diem #Days
DC 2
DC 3
Irvine 5
San Franciso 2

Total International Travel

Total Travel

Other Costs

Commissioned Papers

Photocopies (6)

Postage and Delivery
Project

Technology/Communications
Technology Services (7)

Office supplies

Meeting Expenses

Total Other

TOTAL OTHER DIRECT COSTS

SUBTOTAL

General & Administrative Costs

Days/ #Per

Mtg X Mig.
2 14

3 14

2 14

5 14

2 14

2 5

3 18

2 5

2 4

5 4
#Pers #Mtg.
| 5

1 1

1 1
#Pers #Mtg.
1 2

3 1

1 1

1 1

1

$50

$50

$1,682.07

$50

each
/mo

/mo

/mo
/mo

Mtg

Cost
$1,523
$2,015
$1,523
$2,999
$1,523

$1,523
$2,015
$1,523

$1,523
$2,999

Fare
R/T
$1,500
$1,500
$2,000

Rate
$295
$295
$221
$324

$\Mtg Subtotal
$21,322 meeting 1
$28,210 meeting 2
$21,322 meeting 3
$41,986 meeting 4
$21,322 meeting 5
$134,162
$7.615 meeting 1
$36,270 meeting 2
$7.615 meeting 3
$51,500
$6,092 meeting 3
$11,996 meefing 4

$18,088
$203,750
Subtotals
$7.500
$1.500
$2,000
$11,000
$1,180
$2,655
$1.105
$648
$5.588
$16.,588
$7.,000 $7,000
$600
$600
$20.185
$600
$10.000

24.20% of Net Direct Labor, Overhead, and Direct Costs.

$15,000

$220,338

$38,985
$274,323
$678,462

$164,188





Cost of Money 0.5300% of Net Direct Labor, Overhead, and Direct Costs. $3.596

TOTAL GENERAL AND ADMINISTRATIVE COSTS (8) $167,784
TOTAL ESTIMATED COST $846,244
Amount Requested From EPA $846,246

It is requested that the award will provide for payment
via Letter of Credit or electronic transfer.





FOOTNOTES

An annual adjustment is applied to the salary base to provide for merit increases that will be awarded during
the performance period of any award resulting from this proposal. The effective date for estimating such
adjustments is June 1. The current merit pool is 3.0%

Direct Labor includes an accrual for personal leave, holidays, and other leave, such as jury duty and military
service, at a rate of 17.00%

The total On-site/Off-site Overhead rates include Facilities Capital Cost of Money factors.

The National Academies annually draw upon more than 11,600 volunteer scientists,
engineers, and other professionals, largely from universities and industry. This donated
professional expertise provides an invaluable resource to the Federal Government and
Private Sponsors and results in significant overail savings to the funding organization.

Master
Reports Manuscript Reports HTML CONV,
Estimated report production (copies) 0 0 0
Estimated report per copy cost $0.00 $0.00 $0.00
Estimated total report charge $0.00 $0.00 $0.00
Executive Order 12832 provides the authority for NAS to reproduce and disseminate Academy reports to the
public as needed and therefore we have included in our estimate of costs an amount projected to cover
the cost of producing and disseminating reports for this activity.
Copying
Estimated pages 10,000
Cost per page $0.0600
Copying is estimated on a monthly basis. The total estimated copying charge is derived by determining the
total estimated number of pages that might be reproduced based on similar projects undertaken by NAS
and multiplying by the per copy cost.
Technology Services
{Total Full-time Equivalent employees reflected in estimated salaried staff and on-site borrowed personnel
percent of time in Direct Labor section of estimate.)
Technology Services Cost $342.00

Technology services charge equals Prorated labor hours times the total basic equipment charge, and prorated
telephone and fax/modem usage, times the number of pay periods (bi-weekly) covered by the estimate.

NOTE: The total G&A rate includes a Facilities Capital Cost of Money rate, as approved in NAS's
ONR negotiated rate agreement.

The use of all rates in this proposal has been approved by the Administrative Contracting Officer, Office of
Naval Research, to assist sponsors in accurate forward pricing. The NAS indirect rates are negotiated with

the Office of Naval Research on a yearly basis. For contract billing purposes, the rates proposed may change
for subsequent fiscal years, and it is understood that any contractually-stipulated indirect rate would be
modified in accordance with any revised negotiated indirect rates. Indirect rates include the comesponding
negotiated rate agreement Facilities Cost of Money factors.

The Subagreements/Flow-Thru Administration rate includes a facilities capital cost of money factor applied
to the subagreement/flow-thru.





Federal Negotiated Indirect Cost Rate Agmt - 12/19/14 Rate

Before Cost of
NAS FY 15 FIXED RATES Cost of Money

Money Additive Total Rate
Offsite Overhead 30.65% 0.000% 30.6500%
Regular Overhead 58.72% 4.1250% 62.8450%
Flow-through Admin 3.40% 0.3096% 3.7096%
G&A 24.20% 0.5300% 24.7300%
Leave 17.00% 0.000% 17.00%
Fringe 34.75% 0.000% 34.75%
PRICES
Prices are determined on an actual-cost basis, but are not included
in the Negotiation Agreement with ONR.

Total Price

Copy Center per impression $0.0600
Technology Services, bi-weekly bi-weekly $342.00

Pay Periods 26 2.16667 per month






Direct Labor
Overhead

Overhead Cost of Money
Travel
Reports
Technology/Communication
Other Direct Costs

General and Administrative Costs
G&A Cost of Money

Amount Requested From EPA

THE NATIONAL ACADEMIES
OF SCIENCES, ENGINEERING AND MEDICINE

DIVISION ON EARTH AND LIFE STUDIES

BOARD ON LIFE SCIENCES
Proposal No. 10002889
Future Biotechnology Products and Opportunities to Enhance Capabilities
of the Biotechnology Regulatory System

EPA Cumulative Summary Estimate of Costs

12/1/16 to 02/28/17

Subtotal:

Total:

$72,641

Footnote: These major cost categories reflect the billing structure used by the National Academy of Sciences.

Cost and rate data are attached as background information and for use in the negotiation process. Please be

advised, however, that all costs are systematically collected in our accounting system and are available for
audit through arrangements with the Defense Contract Audit Agency and our cognizant Administrative
Contracting Officer at the Office of Naval Research.

AMOUNT

$23,019
$13.517
$950
$3,046
$15,000
$1,756
$950

$58,238

$14,094
$309

$72,641
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ESTIMATION DETAILS PROVIDED FOR NEGOTIATION PURPOSES ONLY

THE NATIONAL ACADEMIES

INSTITUTE OF MEDICINE

DIVISION ON EARTH AND LIFE STUDIES
BOARD ON LIFE SCIENCES
Proposal No. 10002889

Futuré Biotechnology Products and Opportunities to Enhance Capabilities
of the Biotechnology Regulatory System

Estimate of Costs

12/1/16 to 2/28/17

3 months
DIRECT LABOR, ON-SITE Percent Annual
of Time Salary
EXEMPT
Board Director, BLS 5% $188,300
Sr. Program Officer, BCST 25% $95,700
Sr. Program Officer, BLS 8% $130,900
Program Officer, BANR 8% $85,300
Financial Associate 8% $71,300
TOTAL EXEMPT
NON-EXEMPT
Sr. Program Assistant 25% $40,000
TOTAL NON-EXEMPT
Total Salaries
Salary Adjustments 1
Total Direct Labor, On-Site (2)
Fringe Benefits @ 34.75% of Salaries
TOTAL DIRECT LABOR, ON-SITE, PLUS FRINGE
SUBTOTAL (On-site Overhead Base)
OVERHEAD, On-site 58.72% of Base
COST OF MONEY (Labor) 4.1250% of Base
TOTAL OVERHEAD, On-Site (3)
DIRECT LABOR, OFF-SITE ACADEMIES Percent Annual

of Time Salary

NATIONAL ACADEMY OF ENGINEERING

NATIONAL RESEARCH COUNCIL

Total
Salary

$2,354
$5,981
$2,618
$1,706
$1,426

$2,500

Total
Salary

Project
Totals

$14,085

$2,500

$16,585
$498

$17,083

$5,936

$23,019

$23,019

$13.517
$950
$14,467

Project
Totals





Travel Expenses (Domestic)

#Pers. #Mtgs
Experts 2 1

Total Domestic Travel

Total Travel
Other Costs

Reports (4) (5)
Report Prod.

Photocopies (4)
Postage and Delivery

Project

Report disseminations
Technology/Communications

Technology Services ({7)
Office supplies

Total Other
TOTAL OTHER DIRECT COSTS
SUBTOTAL

- General & Administrative Costs
Cost of Money

Days/
Mtg
2

200

TOTAL GENERAL AND ADMINISTRATIVE COSTS (8)

TOTAL ESTIMATED COST

Amount Requested From EPA

It is requested that the award will provide for payment

#Per
X Mtg.
2

copies @
$50 /mo

$50 /mo
100

$585.39 /mo
$50 /mo

via Letter of Credit or electronic fransfer.

Mtg
Cost
$1,523

$75.00

$\Mtg

Subtotal

$3.046 meeting 6

$15,000

$5.00

$3.046

$3.046

$150

$150
$500

$1.756
$150

24.20% of Net Direct Labor, Overhead, and Direct Costs.
0.5300% of Net Direct Labor, Overhead, and Direct Costs.

$72,641

Report release

$3,046

$17,706
$20,752
$58,238
$14,094

$309
$14,403

$72,641





FOOTNOTES

An annual adjustment is applied to the salary base to provide for merit increases that will be awarded during
the performance period of any award resulting from this proposal. The effective date for estimating such
adjustments is June 1. The current merit pool is 3.0%

Direct Labor includes an accrual for personal leave, holidays, and other leave, such as jury duty and military
service, at a rate of 17.00%

The total On-site/Off-site Overhead rates include Facilities Capital Cost of Money factors.

The National Academies annually draw upon more than 11,600 volunteer scientists,
engineers, and other professionals, largely from universities and industry. This donated
professional expertise provides an invaluable resource to the Federal Government and
Private Sponsors and results in significant overall savings to the funding organization.

Master
Reports Manuscript Reports HTML CONV.
Estimated report production (copies) 0 200 0
Estimated report per copy cost $0.00 $75.00 $0.00
Estimated total report charge $0.00 $15,000.00 $0.00

Executive Order 12832 provides the authority for NAS to reproduce and disseminate Academy reports to the
public as needed and therefore we have included in our estimate of costs an amount projected to cover
the cost of producing and disseminating reports for this activity.

Copying
Estimated pages 2,500
Cost per page $0.0600

Copying is estimated on a monthly basis. The total estimated copying charge is derived by determining the
total estimated number of pages that might be reproduced based on similar projects undertaken by NAS
and multiplying by the per copy cost.

Technology Services

{Total Full-time Equivalent employees reflected in estimated salaried staff and on-site borrowed personnel
percent of time in Direct Labor section of estimate.)

Technology Services Cost $342.00
Technology services charge equails Prorated labor hours fimes the total basic equipment charge, and prorated
telephone and fax/modem usage, times the number of pay periods (bi-weekly) covered by the estimate.

NOTE: The total G&A rate includes a Facilities Capital Cost of Money rate, as approved in NAS's
ONR negotiated rate agreement.

The use of all rates in this proposal has been approved by the Administrative Contracting Officer, Office of
Naval Research, to assist sponsors in accurate forward pricing. The NAS indirect rates are negotiated with

the Office of Naval Research on a yearly basis. For contract billing purposes, the rates proposed may change
for subsequent fiscal years, and it is understood that any contractually-stipulated indirect rate would be
modified in accordance with any revised negotiated indirect rates. Indirect rates include the corresponding
negotiated rate agreement Facilities Cost of Money factors.

The Subagreements/Flow-Thru Administration rate includes a facilities capital cost of money factor applied
to the subagreement/flow-thru.





Federal Negotiated Indirect Cost Rate Agmt - 12/19/14 Rate

Before Cost of
NAS FY 15 FIXED RATES Cost of Money

Money Additive Total Rate
Offsite Overhead 30.65% 0.000% 30.6500%
Regular Overhead 58.72% 4.1250% 62.8450%
Flow-through Admin 3.40% 0.3096% 3.7096%
G&A 24.20% 0.5300% 24.7300%
Leave 17.00% 0.000% 17.00%
Fringe 34.75% 0.000% 34.75%
PRICES
Prices are determined on an actual-cost basis, but are not included
in the Negotiation Agreement with ONR.

Total Price

Copy Center per impression $0.0600
Technology Services, bi-weekly bi-weekly $342.00
Pay Periods 26 2.16667 per month






CoST EXPLANATION FOR COST PROPOSALS

Solicitation No. EP-C-14-005
NAS Proposal No. 10002889

FUTURE BIOTECHNOLOGY PRODUCTS AND OPPORTUNITIES TO ENHANCE
CAPABILITIES OF THE BIOTECHNOLOGY REGULATORY SYSTEM

The information provided below is a general discussion about how National Academies of Sciences,
Engineering, and Medicines (The Academies) cost proposals are developed.

Studies undertaken by The Academies are carried out by committees, panels, and other groups of
volunteer experts working with professional staff according to Academies’ procedures. These
procedures are designed to ensure the highest levels of scientific competence, to protect against bias,
and to preserve the independence of the committee process. The search for candidates for these
committees is carried out by Academies’ staff, who review the scholarly literature and consults
widely with Academy members, related boards and committees within The Academies,
knowledgeable authorities in the relevant disciplines and professional associations to discuss the
more important areas of expertise to be represented on the committee and to solicit
recommendations.

Because of the extensive selection process, the committee members of any particular study cannot
be selected until after an award is made. It is, therefore, the customary practice of The Academies
to use an historical standardized basis for estimating costs. Also, The Academies' volunteer
committee system does not permit identification of some of the project’s other related cost elements
until after the committee membership selection process is completed and the committee holds its
first meeting at which time decisions about the direction of the study are determined. Therefore,
The Academies' standard estimates are based on the length of the study, the projected committee
size and number of meetings, the number and type of personnel needed and as many of the other
aspects of the study that can be identified in the proposal stage. A comparison is made to similar
past and present studies to estimate costs.

This practice is periodically reviewed by the Defense Contract Audit Agency staff and by the Office
of Naval Research Administrative Contracting Officer. This system of cost estimating is the fairest
representation of the actual costs possible. A discussion of the individual line items is set forth
below:

Salaries

For all professional and secretarial staff that are current employees, salary rates reflect the
actual current annual rates. For staff yet to be identified, we estimate the salary levels of the
exempt or non-exempt category being proposed based on prior or existing projects of the
same size and scope. The number and type of positions proposed reflect the professional





expertise and support staff necessary to properly implement the activities to be conducted
under this project for the life of the award.

Once a project is under way, responsibility for ensuring adherence to The Academies’
process rests with the unit that received the award. This includes oversight of procedures for
appointing members to the committee, quality control, and monitoring project schedules.
Academies’ staff play a key role in the committee deliberative process by creating the
dispassionate and objective atmosphere in which the deliberative process takes place.
Administrative staff provide the committee members direct administrative support
including travel and meeting logistics, materials development and duplication, report
editing, communications support, etc.

Salary adjustments are proposed for each year in accordance with the timetables established
separately for yearly salary increases to professional and support staff whose performance
merits salary increases. The salary adjustment rate is an amount determined by The
Academies’ Office of Human Resources through a survey of similar institutions and is
approved by The Academies management for use in all proposals. Each agreement will be
charged only for the actual percentage increase on a yearly basis for each of the staff
members involved. Actual salary levels and adjustment rates can be verified by contacting
the Defense Contract Audit Agency. The salary adjustment rates effective, June 13, 2015
are reflected in The National Academies Compensation Structure chart.

General Scope of Responsibilities and Qualifications

General qualifications, duties, and responsibilities are provided in official Academies’
generic position descriptions prepared by the OHR. More specific or individualized
position descriptions, which may be developed jointly by supervisors and staff members
(coordinated and approved by OHR), should be signed by both persons and attached to
the staff member's annual performance appraisal.

Generic job descriptions for individuals that will work on this activity, Future
Biotechnology Products and Opportunities to Enhance Capabilities of the Biotechnology
Regulatory System, are below.

BOARD DIRECTOR (BLS)

EXEMPT

BAND: 2

JOB SUMMARY:

Oversees the management of all Board on Life Sciences (BLS)-led projects, assembles or
oversees the assembling of board, committees, and/or study panels and provides
oversight and guidance to the conduct of their work. Provides leadership and mentors
employees. Forms effective teams and cultivates a work environment that fosters
teamwork. Interprets and ensures consistent application of organizational policies.
Oversees the assembling of committees and provides guidance to those committees in the
conduct of their work and/or consensus building process. Significantly impacts the
advancement of science or policy through the successful conduct of National Academies’
programs and activities. Responsible for financial management and resource allocation,
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staff planning and management, and is fully accountable for the performance and results
of the department. The BLS director also provides expertise and contacts in the life
sciences that will important for identifying committee members, speakers, reviewers, and
other experts.

BOARD DIRECTOR (BCST)

EXEMPT

BAND: 3

JOB SUMMARY:

Although this project is led by the Board on Life Sciences, a small amount of time for the
Director of the Board on Chemical Sciences and Technology (BCST) is included in the
budget to provide expertise in the chemical sciences and engineering for the purposes of
forming the committee and identifying relevant experts to engage in the process.

BOARD DIRECTOR (BANR)

EXEMPT

BAND: 3

JOB SUMMARY:

Although this project is led by the Board on Life Sciences, a small amount of time for the
Director of the Board on Agriculture and Natural Resources (BANR) is included in the
budget to provide expertise in the agricultural sciences for the purposes of forming the
committee and identifying relevant experts to engage with them in the process.

SR. PROGRAM OFFICER (BCST)

EXEMPT

BAND: 4

JOB SUMMARY:

Serves as Study Director (Responsible Staff Officer) ensuring compliance with legal and
contractual obligations and Academies’ policies. Leads the development of program or
project strategy and budget and staffing requirements and ensures stated objectives are
met. Conducts program or project evaluations. Leads the assembly of the project
committee and helps guide the committee in the consensus building process. Develops
agendas, invites presenters and other experts, and oversees meeting logistics and
multimedia presentations. For studies, leads in assisting preparation of the draft report,
including writing sections of report based on committee input and review and editing the
report for format, consistency, and grammar. Manages the response to review, leads
preparation of response to comments and concerns of editors, and prepares the final
manuscript for publication. Responsible for financial management of assigned programs
or projects, including overseeing budget and schedule and authorizing expenditures.
Responsible for extensive communications activities related to assigned programs or
projects.





SR. PROGRAM OFFICER (BLS)

EXEMPT

BAND: 4

JOB SUMMARY:

Assists the Study Director by bringing relevant knowledge and expertise in the life
sciences to the project. Shares responsibility for developing and managing highly
complex programs or projects. Helps develop program/project strategy and budget and
ensures the program/project meets its stated objectives. Serves as liaison between
committee members and The Academies, and other applicable parties. Independently
supervises staff.

PROGRAM OFFICER (BANR)

EXEMPT

BAND: 5

JOB SUMMARY:

Assists the Study Director by bringing relevant knowledge and expertise in the
agricultural sciences to the project. Helps plan, coordinate, and implement the project
while consulting with collaborating staff and serving as liaison with all parties concerned.
Provides writing, editing, and related support. Helps ensure products conform to
organization’s standards for appearance and content.

FINANCIAL ASSOCIATE

EXEMPT

BAND: 6

JOB SUMMARY:

Prepares budget estimates and projections based on actual performance, previous budget
figures, estimated revenue, expense reports, and other factors. Reviews expenditures to
ensure conformance to budget and other compliance requirements. Maintains records of
expenses and budget balances and reconciles monthly financial reports. Prepares and audits
vouchers and expenses. Analyzes expenditures and revenues, overruns or under runs, and
compiles regular and special statistical reports for internal and external customers.

SR.PROGRAM ASSISTANT

NON EXEMPT

BAND: 8

JOB SUMMARY:

Performs routine and complex clerical and administrative tasks including word
processing, copying, faxing, filing, answering and screening calls, writing and editing
correspondence, and compiling and coordinating mailings. Creates, maintains, and
updates records, databases, and files. Coordinates logistical arrangements for committee
meetings, forums, workshops, etc. Assembles and reproduces agenda books and briefing
materials. Provides administrative support for meetings. Coordinates travel and lodging
arrangements. Prepares vouchers and reviews and processes travel expense reports in
compliance with applicable policies and procedures. Performs administrative-related
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Federal Advisory Committee Act (FACA) compliance tasks. Coordinates with
printers/publishers to have materials printed.

PROGRAM COORDINATOR

NON EXEMPT

BAND: 7

JOB SUMMARY:

Oversees program support employees in handling logistical arrangements for meetings,
including compilation and production of agenda books and briefing materials,
coordination of travel and lodging arrangements, and selection of venue, menu, and
support services. Develops information sources. Reads, analyzes, and evaluates data and
literature. Performs research and analysis, analyzing and organizing technical data and
reports and compiling summaries of information. Manages database to track references.
Participates in selecting literature for committee members, forum and workshop
attendees, and other applicable groups to receive through mailings, briefing books, and
meetings. Prepares the report for review and assists with review response. Ensures edits
are included in the report.





BASE PAY COMPENSATION STRUCTURE

Each core job within The Academies is evaluated and placed within the compensation
structure based on the market data collected by Compensation Services. Market data is
compiled to benchmark what other organizations pay employees in similar jobs. Each job
is then assigned to a pay band using the data collected through the market pricing
process.

In a few situations, jobs cannot be matched to market data. In that case, discussions are
held with managers to determine where the job should be placed in the hierarchy of the
job family and the compensation structure. Individuals may earn base pay anywhere
within the assigned pay band, depending on experience, individual contributions, and
other factors.

Each year, the Compensation Workgroup of the OHR participates in compensation
surveys, conducts market pricing, and analyzes market data to determine compensation
structure movement and whether reassignment of a job to a different band is appropriate.
Based on this analysis, the compensation structure midpoints/bands may be adjusted and
jobs may be assigned to a different band.

The National Academies Compensation Structure

Effective June 13, 2015

Pay Band Minimum Midpoint Maximum

0 I O L RWN -

10

$169,700  $233,300  $297,000
$135,100  $185,700  $236,500
$107,800  $148,100  $188,700
$85,900 $118,000  $150,400
$75,100 $93,800 $112,700
$60,100 $75,100 $90,200

$47,900 $59,800 $71,900

$38,100 $47,600 $57,200

$30,500 $38,100 $45,800
$24,400 $30,400 $36,600





Domestic Travel Calculations

The Academies provides complete travel services for Academies’ projects through our
contract travel agent. The Academies’ travel policies comply with Federal travel regulations.
Furthermore, negotiated agreements, based on The Academies' level of supplier usage,
attain cost savings which sometimes provide for cheaper air fares and hotel reservations than
can be obtained through Government discount air fares. Generally airlines do not recognize
Academies’ members as bona-fide government employees and will not allow the use of
government fares.

Because committee chairpersons, members and attendees are generally not known until after
contract award, actual travel costs cannot be calculated. Travel costs are estimated based on
the proposed number of committee members and other experts and staff travel using an
averaging system based on historical costs. Currently, the domestic travel estimates
included in proposals are calculated on the basis of an average domestic airfare cost of $539
and per diem (lodging, transportation, partial meals) of $492/day, with a per diem amount of
$492 added for each additional meeting day.

International Travel Calculations

When international travel is proposed, this travel is proposed as actual when the traveler and
origin/destination are known, or when the traveler is not known a median distance origin
point is used. The median point is determined by past experience with participation by
international experts on committees, proposed conference or international organization sites,
etc.

Graphics and Communications
This high-profile topic will require the development of some outreach materials for

policymakers, the scientific community, and other stakeholders. A graphic designer will be
used to develop and/or improve figures included the report and in products based on the
report. Shorter communications products based on the report to convey the main findings of
the report to a broader audience. These are to include a 4-page Report in Brief based on the
report and / or other products may include videos and interactive graphics. Other
communications support to be provided includes web and social media support.

Report Production Costs

The estimates for report production are based on the cost of similar previous reports produced

by The Academies. The costs represent the necessary expenses in producing the master
copy and may include when applicable editorial and formatting services, consultation and
manuscript planning, graphics, illustrations, title page and report cover design, tables and
figures, composition, proofreading, index creation, etc. While this report will be freely
available online, costs for printing approximately 200 hard copies that will be provided to
the sponsoring agencies, Congress and the White House upon request, the expert committee
members, reviewers, and a limited set of stakeholders.
7





Copyin

As indicated in the appropriate footnote, copying costs are derived by determining the
approximate number of copies needed over the project life and multiplying this by the cost
of copying per page. The Academies committee process necessitates that many photocopies
be made of any commissioned papers, background documentation, briefings, draft reports
(double spaced and one sided so that members and reviewers can write on both sides),
members inputs on committee activities, miscellaneous copies of faxes, press clippings, e-
mails, relevant sponsor and other correspondence, etc.

Commissioned Papers

Commissioned papers, if included, are set forth by committee members and are prepared by
non-committee member experts for use by the committee. Papers may be on particular
topics, sub-topics, technical areas, or may be broadly defined in line with the committee’s
task. The committee has limited time to meet in-person with experts at its meetings and
workshops. A commissioned paper is an effective way to provide a historical perspective to
the committee outside of the in-person meeting. This historical perspective is important for a
study with such a broad mandate.

Postage/Delivery

Project postage costs include mailing drafts to members, correspondences from members to
the staff for distribution to the whole committee and correspondence to the sponsor. During
report coordination and review, overnight or priority mail is often necessary to expedite this
process.

Report dissemination costs are those associated with mailing the proposed number of reports
by regular mail.

Office Supplies

Most projects/activities may have some small direct charges for supplies for use on that
project. These supplies are ordered through our contract supply provider, NBA Office
Products.

Technology/Communication Services

The category technology services reflect in-house office support needs and are based on the
actual monthly charge per network account utilized under the project. This amount is
calculated by multiplying the rate by the percentage of time budgeted for the proposed staff
member under the project. This charge, based on $342.00/bi-weekly per FTE, includes
analyst support, the computer hot line, network connections, electronic mail, equipment,
maintenance and software.

Communications costs include long distance telephone, telephone equipment charges, fax,
modem, and analog lines and other special circumstances such as conference calls.
Communications charge rates are developed by the Academies information technology
office.





Meetings Expenses: Webcast

Meeting expenses for webcasting are for public dissemination of public meetings and
workshops over the internet. Costs may be used for teleconference, WebEx, webcasting, or
other services to provide access to public sessions to those unable to attend in person.

Indirect Cost Rates
The Academies currently has fixed indirect cost rates negotiated with the Office of Naval
Research.

Because the rates for a portion of the agreement period may not be negotiated at the time the
agreement is signed and won’t be finalized until subsequent years, The Academies proposal
includes the most current negotiated rates for negotiation purposes. However, in accordance
with the cost principles, adjustments to the rates are expected. It is expected that any
agreement which includes indirect rates will be modified to include the most current rates.
The Academies’ fiscal year is from January 1 through December 31.

Facilities capital cost of money is proposed as an allowable cost and will be specifically
identified in The Academies' cost proposals.

See attached cost estimate.





BREAKOUT OF MEETINGS EXPENSES

Meeting # 2

Type Meeting and Workhop

Meeting Expenses: Total
Webcasting $10,000

Total Meeting Expenses $10,000






From: Segal. Mark

To: "Kux, Leslie"; "Nalubola, Ritu"; "Linden. Carol"
Subject: RE: Additional information needed for Contract Task Order SOW for NAS Biotechnology Regulation Study
Date: Monday, September 28, 2015 10:55:00 AM

Thanks, Ritu and Leslie. (Y&

From: Kux, Leslie [mailto:Leslie.Kux@fda.hhs.gov]

Sent: Monday, September 28, 2015 10:34 AM

To: Segal, Mark; Nalubola, Ritu; Linden, Carol

Subject: RE: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

Thanks!

Leslie Kux | Associate Commissioner for Policy | Office of Policy
Office of Policy, Planning, Legislation, and Analysis | Office of the Commissioner | FDA

301-796-4830 | leslie.kux@fda.hhs.gov
Executive Assistant: Michele Rollins |301-796-4588| michele.rollins@fda.hhs.gov

From: Segal, Mark [mailto:Segal.Mark@epa.gov]
Sent: Monday, September 28, 2015 10:33 AM

To: Nalubola, Ritu; Linden, Carol

Cc: Kux, Leslie

Subject: RE: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

Shall do.

From: Nalubola, Ritu [mailto:Ritu.Nalubola@fda.hhs.gov]

Sent: Monday, September 28, 2015 10:31 AM

To: Segal, Mark; Linden, Carol

Cc: Kux, Leslie

Subject: Re: Additional information needed for Contract Task Order SOW for NAS Biotechnology

Regulation Study

Mark -- ()&
.
.

itu

R

From: Segal, Mark [mailto:Segal.Mark@epa.gov]
Sent: Monday, September 28, 2015 10:20 AM

To: Ritu Nalubola <'Ritu.Nalubola@fda.hhs.gov'>; Linden, Carol
Subject: FW: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

Ritu,

Mark Segal
202-564-7644

From: Segal, Mark
Sent: Monday, September 28, 2015 9:43 AM


mailto:/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=348F57AC22CF4929A24558C171C781A3-MSEGAL
mailto:Leslie.Kux@fda.hhs.gov
mailto:Ritu.Nalubola@fda.hhs.gov
mailto:Carol.Linden@fda.hhs.gov
mailto:leslie.kux@fda.hhs.gov
mailto:michele.rollins@fda.hhs.gov
mailto:Segal.Mark@epa.gov
mailto:Ritu.Nalubola@fda.hhs.gov
mailto:Segal.Mark@epa.gov

To: Mendelsohn, Mike

Subject: FW: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

What Bill sent around.

From: Jordan, William

Sent: Monday, September 28, 2015 8:53 AM

To: Burns, Mike; Barone, Stan; Morris, Jeff; Segal, Mark

Cc: Henry, Tala; Camacho, Iris

Subject: RE: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

VIO
.

Bill

William Jordan

Deputy Director, Programs

Office of Pesticide Programs

U. S. Environmental Protection Agency
Phone: 703-305-1049

Fax: 703-308-4776

Mailing Address: Courier Address:

USEPA Headquarters Potomac Yards South
Clinton Building 2777 Crystal Drive

1200 Pennsylvania Ave., NW Room 12-235
Mail Code (7501P) Arlington, VA
Washington, DC 20460

From: Burns, Mike

Sent: Monday, September 28, 2015 8:50 AM

To: Barone, Stan; Jordan, William; Morris, Jeff; Segal, Mark

Cc: Henry, Tala; Camacho, Iris

Subject: RE: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

Thanks, Bill and Stan:

On Stan’s statement about providing what we think are necessary expertise —can RAD provide that?
Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)

U.S. Environmental Protection Agency

Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Barone, Stan
Sent: Monday, September 28, 2015 8:39 AM
To: Jordan, William; Morris, Jeff; Burns, Mike; Segal, Mark



Cc: Henry, Tala; Camacho, Iris
Subject: RE: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

b) (5)

Stanley Barone Jr., M.S., Ph.D.

Deputy Director Risk Assessment Division
Office of Pollution Prevention and Toxics
US Environmental Protection Agency
202.564.1169 office

202.564.7450 fax

202.253.5079 bb

From: Jordan, William
Sent: Monday, September 28, 2015 8:34 AM
To: Morris, Jeff; Burns, Mike; Segal, Mark
Cc: Henry, Tala; Barone, Stan; Camacho, Iris
Subject: RE: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study
WIO)
.

|l ]

.




_
William Jordan

Deputy Director, Programs

Office of Pesticide Programs

U. S. Environmental Protection Agency
Phone: 703-305-1049

Fax: 703-308-4776

Mailing Address: Courier Address:

USEPA Headquarters Potomac Yards South
Clinton Building 2777 Crystal Drive

1200 Pennsylvania Ave., NW Room 12-235
Mail Code (7501P) Arlington, VA
Washington, DC 20460

From: Morris, Jeff

Sent: Monday, September 28, 2015 8:27 AM

To: Burns, Mike; Segal, Mark

Cc: Henry, Tala; Barone, Stan; Camacho, Iris; Jordan, William

Subject: RE: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

Let’s have this information to Mike this morning. Thanks.

Jeff

From: Burns, Mike

Sent: Friday, September 25, 2015 8:33 AM

To: Segal, Mark

Cc: Morris, Jeff; Henry, Tala; Barone, Stan; Camacho, Iris; Jordan, William

Subject: FW: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

Hi Mark:

Here is our assessment of what additional information is needed to satisfy the requirements for the
SOW, and suggestions for addressing some of them. Let Bryan and me know if you need more from
us in advancing the SOW from here. We want to get this, the IGCE and the other contracting forms
to the ORD Project Officer as early as possible next week.

Thanks.

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)

U.S. Environmental Protection Agency

Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Lobar, Bryan
Sent: Thursday, September 24, 2015 5:45 PM
To: Burns, Mike



Subject: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

b) (5)

0000000000000
0000000000000
0000000000
0000000000000
- 000000000000

- 00000

Bryan Lobar

Planning and Assessment
Pollution Prevention and Toxics
202-564-7378

From: Segal, Mark

Sent: Tuesday, September 22, 2015 7:33 AM

To: Burns, Mike

Cc: Morris, Jeff; Lobar, Bryan

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Mike,

(b) (5)




Mark Segal

202-564-7644

My computer is slowly getting back to where it was. My case has been elevated and | had
both an EZTech and Dell team for 3 hours yesterday. They aren’t done, however, so | may
go down again today.

From: Burns, Mike

Sent: Monday, September 21, 2015 4:34 PM

To: Segal, Mark

Cc: Morris, Jeff; Lobar, Bryan

Subject: FW: NAS Biotechnology Regulation Study-1st try at SOW

Hi Mark:

b) (5)

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Segal, Mark

Sent: Thursday, September 03, 2015 11:20 AM

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW

From: Burns, Mike

Sent: Thursday, September 03, 2015 11:01 AM

To: Segal, Mark

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Thanks, Mark.

b) (5)




(b) (5)

Thanks.

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Segal, Mark

Sent: Wednesday, September 02, 2015 7:36 AM

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW

From: Burns, Mike

Sent: Tuesday, September 01, 2015 4:43 PM

To: Segal, Mark

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Hi Mark:

(b) (5)




Please get me what you can so we can submit to ORD to see if they think we’ve hit the mark.
Thanks.

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)

U.S. Environmental Protection Agency

Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Segal, Mark

Sent: Tuesday, September 01, 2015 8:01 AM

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Mike,

(b) (5)

Mark Segal, Ph.D.

segal.mark@epa.gov
202-564-7644

From: Burns, Mike

Sent: Monday, August 31, 2015 4:29 PM

To: Segal, Mark

Cc: Fort, Felecia; Morris, Jeff

Subject: FW: NAS Biotechnology Regulation Study

Hi Mark:

I'll focus on the IGCE so that we can give some direction to the other feds on how much they are on
the hook for the Interagency Agreements. I'll also contact Barbara Leczynski on the QA form.

Could you convert the SOW to the template format and develop any missing information? I've
attached our latest that was sent to Robin last week. She provides the template and some examples
Thanks.

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)

U.S. Environmental Protection Agency

Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Clarke, Robin
Sent: Monday, August 31, 2015 4:01 PM


mailto:segal.mark@epa.gov

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff; Segal, Mark
Subject: RE: NAS Biotechnology Regulation Study
Hi Mike,

b) (5)

From: Burns, Mike

Sent: Monday, August 31, 2015 3:42 PM

To: Clarke, Robin

Cc: Fort, Felecia; Morris, Jeff; Segal, Mark
Subject: RE: NAS Biotechnology Regulation Study
Hi again, Robin:

b) (5)

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Burns, Mike

Sent: Wednesday, August 26, 2015 9:26 AM
To: Clarke, Robin

Subject: NAS Biotechnology Regulation Study
Importance: High

Hi Robin:



b) (5)
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Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

202) 564-8170 (fax)

—_



From: Camacho. lris

To: Seqgal, Mark
Subject: Re: Additional information needed for Contract Task Order SOW for NAS Biotechnology Regulation Study
Date: Monday, September 28, 2015 8:33:02 AM

Please work with Mike to complete request per Jeff's directions.

Iris A. Camacho, Ph.D.

Acting Branch Chief, Assessment Branch 2

U.S. Environmental Protection Agency

Office of Pollution Prevention and Toxics
William Jefferson Clinton Building East, 6334-E
Washington, DC 20460

Phone: 202-564-1229

Office hours: 9:00 am-6:30 pm
Email: camacho.iris@epa.gov

On Sep 28, 2015, at 8:26 AM, Morris, Jeff <M orris.Jeff @epa.gov> wrote:

Let’s have this information to Mike this morning. Thanks.
Jeff

From: Burns, Mike

Sent: Friday, September 25, 2015 8:33 AM

To: Segal, Mark

Cc: Morris, Jeff; Henry, Tala; Barone, Stan; Camacho, Iris; Jordan, William

Subject: FW: Additional information needed for Contract Task Order SOW for NAS
Biotechnology Regulation Study

Hi Mark:

Here is our assessment of what additional information is needed to satisfy the
requirements for the SOW, and suggestions for addressing some of them. Let Bryan
and me know if you need more from us in advancing the SOW from here. We want to
get this, the IGCE and the other contracting forms to the ORD Project Officer as early
as possible next week.

Thanks.

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)

U.S. Environmental Protection Agency

Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Lobar, Bryan
Sent: Thursday, September 24, 2015 5:45 PM
To: Burns, Mike


mailto:/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=5598d2cc8e3c4302aff255a840a991dc-Camacho, Iris
mailto:Segal.Mark@epa.gov
tel:202-564-1229
x-apple-data-detectors://14/
mailto:camacho.iris@epa.gov
mailto:Morris.Jeff@epa.gov

Subject: Additional information needed for Contract Task Order SOW for NAS
Biotechnology Regulation Study
Mike:

b) (5)

|

Bryan Lobar



Planning and Assessment
Pollution Prevention and Toxics
202-564-7378

From: Segal, Mark

Sent: Tuesday, September 22, 2015 7:33 AM

To: Burns, Mike

Cc: Morris, Jeff; Lobar, Bryan

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Mike,

b) (5)

Mark Segal

202-564-7644

My computer is slowly getting back to where it was. My case has been elevated and |
had both an EZTech and Dell team for 3 hours yesterday. They aren’t done, however,
so | may go down again today.

From: Burns, Mike

Sent: Monday, September 21, 2015 4:34 PM

To: Segal, Mark

Cc: Morris, Jeff; Lobar, Bryan

Subject: FW: NAS Biotechnology Regulation Study-1st try at SOW

Hi Mark:

The SOW that Jeff re-sent today is the one we first started working from in July. The
message string below gave me the sense that you were still working out details with
the other participants in early September.

Is there anything more current reflecting the early September discussions?

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)

U.S. Environmental Protection Agency

Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Segal, Mark

Sent: Thursday, September 03, 2015 11:20 AM

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW



Didn’t get to the SOW yesterday. Looks like we will have to send out a request directly
to the other participants. Jeff, should | prepare a request for input from Sid and Ritu?
Or should we wait until our call this afternoon?

From: Burns, Mike

Sent: Thursday, September 03, 2015 11:01 AM

To: Segal, Mark

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Thanks, Mark.

Any updates stemming from yesterday’s meeting/discussions?

b) (5)

‘

Thanks.

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Segal, Mark

Sent: Wednesday, September 02, 2015 7:36 AM

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW

b) (5)

From: Burns, Mike

Sent: Tuesday, September 01, 2015 4:43 PM

To: Segal, Mark

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Hi Mark:




Thanks.

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Segal, Mark

Sent: Tuesday, September 01, 2015 8:01 AM

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff

Subject: RE: NAS Biotechnology Regulation Study-1st try at SOW
Mike,

VIO

Mark Segal, Ph.D.
segal.mark@epa.gov
202-564-7644

From: Burns, Mike
Sent: Monday, August 31, 2015 4:29 PM
To: Segal, Mark


mailto:segal.mark@epa.gov

Cc: Fort, Felecia; Morris, Jeff

Subject: FW: NAS Biotechnology Regulation Study

Hi Mark:

I'll focus on the IGCE so that we can give some direction to the other feds on how much
they are on the hook for the Interagency Agreements. I'll also contact Barbara
Leczynski on the QA form.

b) (5)

|

Thanks.

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Clarke, Robin

Sent: Monday, August 31, 2015 4:01 PM

To: Burns, Mike

Cc: Fort, Felecia; Morris, Jeff; Segal, Mark
Subject: RE: NAS Biotechnology Regulation Study
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b) (5)
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From: Burns, Mike

Sent: Monday, August 31, 2015 3:42 PM

To: Clarke, Robin

Cc: Fort, Felecia; Morris, Jeff; Segal, Mark
Subject: RE: NAS Biotechnology Regulation Study
Hi again, Robin:

I
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b) (5)

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

202) 564-8273

(202) 510-6848 (mobile)

202) 564-8170 (fax)

From: Burns, Mike

Sent: Wednesday, August 26, 2015 9:26 AM

To: Clarke, Robin

Subject: NAS Biotechnology Regulation Study

Importance: High

Hi Robin:

Per my phone messages, I'm helping OPPT Deputy Director Jeff Morris coordinate an
NAS study of the current regulatory framework for ensuring the safety of
biotechnology applications. {(S)KE)]

—_

—_
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Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

202) 564-8170 (fax)

—_






From: Segal, Mark

To: Lobar, Bryan
Subject: RE: Biotech update
Date: Wednesday, January 06, 2016 12:59:00 PM

From: Lobar, Bryan

Sent: Wednesday, January 06, 2016 11:18 AM
To: Morris, Jeff

Cc: Segal, Mark ; Burns, Mike

Subject: Biotech update

Jeff:
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Planning and Assessment
Pollution Prevention and Toxics
202-564-7378


mailto:/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=348F57AC22CF4929A24558C171C781A3-MSEGAL
mailto:Lobar.Bryan@epa.gov

From: Burns, Mike

To: Jordan. William; Cunningham-HQ. Barbara; Segal. Mark
Cc: Lobar, Bryan; Fort, Felecia

Subject: RE: ETIPC biotechnology working group Sept 23 meeting
Date: Friday, September 25, 2015 9:03:36 AM

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Jordan, William

Sent: Friday, September 25, 2015 8:43 AM

To: Burns, Mike; Cunningham-HQ, Barbara; Segal, Mark

Subject: FW: ETIPC biotechnology working group Sept 23 meeting


mailto:/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=c8ecb15f83d64d1b9e03e9053df9abdd-Burns, Mike
mailto:/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=64d54af4da9c474485b5157786bad8ba-William Jordan
mailto:Cunningham-HQ.Barbara@epa.gov
mailto:Segal.Mark@epa.gov
mailto:Lobar.Bryan@epa.gov
mailto:Fort.Felecia@epa.gov

Importance: High
Mike and Mark — FYI
Barbara --

(b) (5)
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1200 Pennsylvania Ave., NW Room 12-235
Mail Code (7501P) Arlington, VA
Washington, DC 20460

From: Barbero, Robbie [mailto:Roberto_J Barbero@ostp.eop.gov]
Sent: Thursday, September 24, 2015 8:23 PM

To: Jordan, William

Cc: Morris, Jeff; Jones, Jim

Subject: RE: ETIPC biotechnology working group Sept 23 meeting

Dear Bill,
efer to OSTP



mailto:Roberto_J_Barbero@ostp.eop.gov

]
I

Best,

Robbie Barbero, Ph.D.

Assistant Director for Biological Innovation

White House Office of Science and Technology Policy

Direct: 202-456-6032

Mobile: 202-294-0190

rbarbero@ostp.eop.gov

From: Barbero, Robbie

Sent: Thursday, September 24, 2015 6:29 AM

To: 'Morris.Jeff@epa.gov'; 'Jones.Jim@epa.gov'

Subject: Re: ETIPC biotechnology working group Sept 23 meeting

Hi Jim,

I think Jeff might be out of the office until Monday and I'd like to resolve this issue about the NAS
study as soon as possible. Apparently the NAS has yet to receive an RFP from EPA, and FDA has yet
to be told how to transfer their funds to EPA to pay their portion.

We are down to the wire on getting this set up so | would appreciate your help.
Best,

Robbie

From: Barbero, Robbie

Sent: Wednesday, September 23, 2015 04:38 PM

To: Morris.Jeff@epa.gov <Morris.Jeff@epa.gov>

Subject: RE: ETIPC biotechnology working group Sept 23 meeting

Hi Jeff,

Refer to OSTP

Robbie

From: Linden, Carol [mailto:Carol.Linden@fda.hhs.gov]

Sent: Wednesday, September 23, 2015 7:49 AM

To: Barbero, Robbie; 'Abel, Sidney W - APHIS'; Bucknall, Janet L - APHIS; 'Carol.Linden@fda.hhs.gov';
Davenport, Joanne Chow; 'Diane.Rose@fda.hhs.gov'; Doherty, Julia; Engelberg, Noah; Farquharson,
Christine; 'Isaac, Freeda E - APHIS'; 'Jordan.William@epa.gov'; Kim, Jim; Leetmaa, Susan;
'Leslie.Kux@fda.hhs.gov'; 'Mcnally.Robert@epa.gov'; McPhaden, Megan; 'Mendelsohn, Mike';
'Michael J - APHIS Firko'; 'Michele.Rollins@fda.hhs.gov'; 'Morris.Jeff@epa.gov'; Rasdall, Becky;
'Ritu.Nalubola@fda.hhs.gov'; 'Schechtman, Michael'; 'Segal, Mark'; Stein, Nora; Szulman, Erin;
Turner, John T - APHIS; Venegas, Ana M; Winters, Paul

Subject: RE: ETIPC biotechnology working group Sept 23 meeting

Refer to FDA



mailto:rbarbero@ostp.eop.gov
mailto:Morris.Jeff@epa.gov
mailto:Morris.Jeff@epa.gov
mailto:Carol.Linden@fda.hhs.gov

Refer to FDA

Carol D. Linden, Ph.D.

Director, Office of Regulatory Science and Innovation

Office of the Chief Scientist/Office of the Commissioner

Food and Drug Administration

Carol.linden@fda.hhs.gov

Phone: 301-796-8527

Executive Assistant: Diane Rose

Diane.rose@fda.hhs.gov

Phone: 301-796-8187

This e-mail message is intended for the individual or entity to which it is addressed. It may contain
privileged, confidential information that is protected from disclosure under applicable laws. If you
are not the addressee, or a person authorized to deliver the document to the addressee, please
note that you are strictly prohibited from reviewing, copying, disclosing, disseminating or
distributing this material or any other action based on the contents of this material. If you have
received this communication in error, please permanently delete this from your system
immediately. Thank you.

From: Barbero, Robbie [mailto:Roberto_J Barbero@ostp.eop.gov]

Sent: Tuesday, September 22, 2015 9:22 PM

To: 'Abel, Sidney W - APHIS'; Bucknall, Janet L - APHIS; 'Carol.Linden@fda.hhs.gov'; Davenport, Joanne
Chow; 'Diane.Rose@fda.hhs.gov'; Doherty, Julia; Engelberg, Noah; Farquharson, Christine; 'Isaac,
Freeda E - APHIS"; 'Jordan.William@epa.goVv'; Kim, Jim; Leetmaa, Susan; 'Leslie.Kux@fda.hhs.gov';
‘Mcnally.Robert@epa.gov'; McPhaden, Megan; '‘Mendelsohn, Mike'; 'Michael J - APHIS Firko';

‘Michele.Rollins@fda.hhs.gov'; 'Morris.Jeff@epa.gov'; Rasdall, Becky; 'Ritu.Nalubola@fda.hhs.gov’;
‘Schechtman, Michael'; 'Segal, Mark’; Stein, Nora; Szulman, Erin; Turner, John T - APHIS; Venegas, Ana

M; Winters, Paul
Subject: ETIPC biotechnology working group Sept 23 meeting

Hi All,

Refer to OSTP



mailto:Carol.linden@fda.hhs.gov
mailto:Diane.rose@fda.hhs.gov
mailto:Roberto_J_Barbero@ostp.eop.gov

From: Segal, Mark

To: Morris, Jeff

Subject: RE: ETIPC Follow-up

Date: Thursday, September 03, 2015 2:02:00 PM
Attachments: Follow Up to OSTP Meeting edit.docx

From: Morris, Jeff

Sent: Thursday, September 03, 2015 1:50 PM
To: Segal, Mark

Subject: RE: ETIPC Follow-up

b) (5)

From: Segal, Mark

Sent: Thursday, September 03, 2015 1:47 PM

To: Morris, Jeff

Subject: RE: ETIPC Follow-up

| was just referring to what Mike Mendelssohn sent around. | haven’t made any changes to
that. Here is his attachment.

From: Morris, Jeff

Sent: Thursday, September 03, 2015 1:43 PM
To: Segal, Mark

Subject: RE: ETIPC Follow-up

Attachment?

From: Segal, Mark

Sent: Thursday, September 03, 2015 1:41 PM
To: Morris, leff

Subject: ETIPC Follow-up

From: Morris, Jeff

Sent: Thursday, September 03, 2015 1:08 PM
To: Segal, Mark; Burns, Mike

Subject: RE: NAS Nano Task Order

b) (5)

From: Segal, Mark

|


mailto:/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=348F57AC22CF4929A24558C171C781A3-MSEGAL
mailto:Morris.Jeff@epa.gov

Follow Up to 9/2/15 0STP/ETIPC Meeting





1. RFI (on WH Memo Focusing on Oversight)- Questions



Those disenfranchised with biotechnology will comment anyway. We must avoid the appearance of managing the comment period as if we were “leading a horse to water.” The questions should consider “who is the audience?” and be at a 50,000 foot level. Suggested questions to replace those in the current RFI draft follow.



General Questions

· Do you think the government should be involved in regulating products of biotechnology?  If so, wWhat is your expectation of the government’s role in ensuring the safety of products of biotechnology?  If not, why not and what other mechanisms do you see as serving that role?

· 



· Do you understand how the government ensures the safety of products of biotechnology?  If you are not sure, what limits your understanding? Do you have concerns about how the government ensures the safety of products of biotechnology?  How could the government help you to better understand what it does? and how it ensures that these products are safe? 

· Do you understand what agencies are currently involved in regulating products of biotechnology and under what circumstances? If not, how specifically could the government help you to better understand who regulates which products?



Questions Specifically Related to the Regulatory Roles

· The current regulatory roles of each agency are established by the current laws and regulations.  In what circumstances, if any, do you think it would make sense for a product of biotechnology (or a group of products) be evaluated outside of these existing roles?

· The current regulatory roles of each agency are established by the current laws and regulations.  Do you think these current roles make sense?  If not, how would you proposed to change the framework?



2. What Else Should be in the First RFI Which Focusses on Oversight?



Rather than using the historical chart regarding federal oversight of biotechnology, a simple new table for the current process should be listed. Historical information should be in the docket for those interested. For OPP, our contribution to the simple table follows for pesticides.



· Plant-Incorporated Protectants as described in 40 CFR Part 174. 

· Microbial pesticides including those whose pesticide properties have been imparted or enhanced by the introduction of genetic material that has been deliberately modified. 

· Preparations of killed microorganisms whose pesticide properties have been imparted or enhanced by the introduction of genetic material that has been deliberately modified.



3. Comment Periods and Communication Strategy



The first RFI is on the WH memo, focusses on oversight, and gives a 30 day comment period. However, it is unclear how the CF update, other public meetings, and comment periods interact. This needs clarification. A communication strategy is needed. OPP intends to distribute the public pieces via its OPP update listserv. 



		RFI on WH Memo Focusing on Oversight – 30 day comment period.

		9/8/15



		Public Mtg 1- WH Memo – Comment process?

		10/16/15



		Draft of CF Update for Public – Comment process?

		1/23/16



		Public Mtg 2 - Draft CF Update– Comment process?

		2/8/16



		OSTP RFI on Stategic Plan– Comment process?

		3/23/16



		Public Mtg 3 – Strategic Plan– Comment process?

		4/15/16





4. Presentations at First Public Meeting Which Focusses on the WH Memo and Oversight?



We suggest tailoring the presentations to oversight by following the four (4) points of section II.a. of the WH memo. For the third point on communication and coordination, we suggest describing current practices such as the monthly interagency calls, MOUs, and sharing of information. 



Specifically, the working group shall update the CF to clarify the current roles and responsibilities of the agencies that regulate the products of biotechnology, after input from the public, by clarifying: 



(i) which biotechnology product areas are within the authority and responsibility of each agency; 



(ii) the roles that each agency plays for different product areas, particularly for those product areas that fall within the responsibility of multiple agencies, and how those roles relate to each other in the course of a regulatory assessment; 



(iii) a standard mechanism for communication and, as appropriate, coordination among agencies, while they perform their respective regulatory functions, and for identifying agency designees responsible for this coordination function; and 



(iv) the mechanism and timeline for regularly reviewing, and updating as appropriate, the CF to minimize delays, support innovation, protect health and the environment and promote the public trust in the regulatory systems for biotechnology products; 



5. Coordination with USDA on 2nd and 3rd Public Meetings



USDA reached out and would like to coordinate with us logistics.








Sent: Thursday, September 03, 2015 12:52 PM
To: Burns, Mike

Cc: Morris, Jeff

Subject: RE: NAS Nano Task Order

Jeff,
(b) (5)

Mark Segal, Ph.D.

segal.mark@epa.gov
202-564-7644

From: Burns, Mike

Sent: Thursday, September 03, 2015 12:11 PM
To: Segal, Mark

Cc: Morris, Jeff

Subject: FW: NAS Nano Task Order

Hi Mark:

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Morris, Jeff

Sent: Thursday, September 03, 2015 11:54 AM
To: Loughran, Michael

Cc: Burns, Mike

Subject: FW: NAS Nano Task Order

Mike,

b) (5)

Jeff

From: Loughran, Michael

Sent: Thursday, September 03, 2015 11:38 AM
To: Morris, Jeff

Subject: NAS Nano Task Order



mailto:segal.mark@epa.gov

Mike



From: Segal, Mark

To: Morris, Jeff
Subject: RE: Follow Up to ETIPC Biotech Call
Date: Monday, October 05, 2015 10:20:00 AM

b) (5)

From: Morris, Jeff

Sent: Monday, October 05, 2015 8:36 AM
To: Segal, Mark

Subject: RE: Follow Up to ETIPC Biotech Call
b) (5)

From: Segal, Mark

Sent: Monday, October 05, 2015 8:34 AM
To: Morris, Jeff

Subject: RE: Follow Up to ETIPC Biotech Call
Jeff,

|

|

From: Morris, Jeff

Sent: Monday, October 05, 2015 8:29 AM
To: Segal, Mark

Subject: RE: Follow Up to ETIPC Biotech Call
Good.

From: Segal, Mark

Sent: Monday, October 05, 2015 8:27 AM
To: Morris, Jeff

Subject: RE: Follow Up to ETIPC Biotech Call
b) (5)

From: Morris, Jeff

Sent: Monday, October 05, 2015 8:25 AM
To: Segal, Mark

Subject: RE: Follow Up to ETIPC Biotech Call
b) (5)

‘

|

From: Segal, Mark

Sent: Monday, October 05, 2015 8:20 AM

To: Jordan, William; Morris, Jeff; Milewski, Elizabeth; McNally, Robert; Nesci, Kimberly; Mendelsohn,
Mike

Subject: RE: Follow Up to ETIPC Biotech Call
(b) (5)



mailto:/O=EXCHANGELABS/OU=EXCHANGE ADMINISTRATIVE GROUP (FYDIBOHF23SPDLT)/CN=RECIPIENTS/CN=348F57AC22CF4929A24558C171C781A3-MSEGAL
mailto:Morris.Jeff@epa.gov

(b) (5)

Mark Segal
202-564-7644

From: Segal, Mark

Sent: Friday, October 02, 2015 9:51 AM

To: Jordan, William; Morris, Jeff; Milewski, Elizabeth; McNally, Robert; Nesci, Kimberly; Mendelsohn,
Mike

Subject: Re: Follow Up to ETIPC Biotech Call

(b) (5) _



Mark C. Segal, Ph. D.

USEPA

Office of Pollution Prevention and Toxics (7403M)
1200 Pennsylvania Ave. N. W.

Washington DC 20460

1-202-564-7644

From: Jordan, William

Sent: Thursday, October 1, 2015 4:30:57 PM

To: Segal, Mark; Morris, Jeff; Milewski, Elizabeth; McNally, Robert; Nesci, Kimberly; Mendelsohn,
Mike

Subject: RE: Follow Up to ETIPC Biotech Call

(b) (5)

1
e

e
Thanks,

Bill

William Jordan

Deputy Director, Programs

Office of Pesticide Programs

U. S. Environmental Protection Agency

Phone: 703-305-1049

Fax: 703-308-4776

Mailing Address: Courier Address:

USEPA Headquarters Potomac Yards South

Clinton Building 2777 Crystal Drive

1200 Pennsylvania Ave., NW Room 12-235

Mail Code (7501P) Arlington, VA

Washington, DC 20460

From: Segal, Mark

Sent: Thursday, October 01, 2015 11:39 AM

To: Morris, Jeff; Jordan, William; Milewski, Elizabeth; McNally, Robert; Nesci, Kimberly; Mendelsohn,
Mike

Subject: Re: Follow Up to ETIPC Biotech Call

(b) (5)




(b) (5)

Mark C. Segal, Ph. D.

USEPA

Office of Pollution Prevention and Toxics (7403M)
1200 Pennsylvania Ave. N. W.

Washington DC 20460

1-202-564-7644

From: Morris, Jeff

Sent: Thursday, October 1, 2015 7:39:36 AM

To: Jordan, William; Milewski, Elizabeth; Segal, Mark; McNally, Robert; Nesci, Kimberly; Mendelsohn,
Mike

Subject: Follow Up to ETIPC Biotech Call

Team,

(b) (5)

Thanks.
Jeff



From: Morris, Jeff

To: Cournoyer, Patrick

Cc: Burns, Mike; Fort, Felecia; Henry, Tala; Camacho, Iris; Segal, Mark; Jordan, William; McNally, Robert
Subject: RE: Mechanics of NAS biotech study

Date: Tuesday, July 14, 2015 1:52:26 PM

Hi Patrick. Please contact Mike Burns in my office. (202-564-8273). I've copied Mike on this email.
Thanks.

Jeffery T. Morris, PhD

Deputy Director, Office of Pollution Prevention & Toxics
US Environmental Protection Agency

1200 Pennsylvania Avenue, NW (MC-7401M)
Washington, DC 20460

202) 564-3810

—_

From: Cournoyer, Patrick [mailto:Patrick.Cournoyer@fda.hhs.gov]

Sent: Thursday, July 09, 2015 4:00 PM

To: Linden, Carol; Morris, Jeff; Jordan, William; Firko, Michael J - APHIS; McKalip, Doug - OSEC;
Henry, Tala; Segal, Mark; Nalubola, Ritu

Subject: RE: Mechanics of NAS biotech study

Dear all,
efer to FDA

Thank you,

Sent: Tuesday, May 05, 2015 1:42 PM

To: Cournoyer, Patrick; Morris, Jeff; Jordan, William; Nalubola, Ritu; Firko, Michael J - APHIS; McKalip,
Doug - OSEC; Henry, Tala; Segal, Mark

Subject: Mechanics of NAS biotech study
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Director, Office of Regulatory Science and Innovation

Office of the Chief Scientist/Office of the Commissioner

Food and Drug Administration

Carol.linden@fda.hhs.gov

Phone: 301-796-8527

Executive Assistant: Diane Rose

Diane.rose@fda.hhs.gov

Phone: 301-796-8187

This e-mail message is intended for the individual or entity to which it is addressed. It may contain
privileged, confidential information that is protected from disclosure under applicable laws. If you
are not the addressee, or a person authorized to deliver the document to the addressee, please
note that you are strictly prohibited from reviewing, copying, disclosing, disseminating or
distributing this material or any other action based on the contents of this material. If you have
received this communication in error, please permanently delete this from your system

immediately. Thank you.

From: Cournoyer, Patrick

Sent: Tuesday, May 05, 2015 1:28 PM

To: Linden, Carol; Morris, Jeff; Jordan, William; Nalubola, Ritu; Firko, Michael J - APHIS; McKalip, Doug -
OSEC; Henry, Tala; Segal, Mark

Subject: RE: Draft NAS Task Statement -- EPA points of contact

Dear all,

Refer to FDA

Thanks,
Patrick

From: Linden, Carol

Sent: Friday, May 01, 2015 3:02 PM

To: Morris, Jeff; Jordan, William; Nalubola, Ritu; Firko, Michael J - APHIS; McKalip, Doug - OSEC
Cc: Cournoyer, Patrick; Henry, Tala; Segal, Mark

Subject: RE: Draft NAS Task Statement -- EPA points of contact

Refer to FDA

Many thanks,

Carol

Carol D. Linden, Ph.D.

Director, Office of Regulatory Science and Innovation
Office of the Chief Scientist/Office of the Commissioner
Food and Drug Administration
Carol.linden@fda.hhs.gov

Phone: 301-796-8527

Executive Assistant: Diane Rose
Diane.rose@fda.hhs.gov

Phone: 301-796-8187

This e-mail message is intended for the individual or entity to which it is addressed. It may contain
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privileged, confidential information that is protected from disclosure under applicable laws. If you
are not the addressee, or a person authorized to deliver the document to the addressee, please
note that you are strictly prohibited from reviewing, copying, disclosing, disseminating or
distributing this material or any other action based on the contents of this material. If you have
received this communication in error, please permanently delete this from your system
immediately. Thank you.

From: Morris, Jeff [mailto:Morris.Jeff@epa.gov]
Sent: Wednesday, April 29, 2015 2:13 PM

To: Jordan, William; Nalubola, Ritu; Firko, Michael J - APHIS; McKalip, Doug - OSEC
Cc: Linden, Carol; Cournoyer, Patrick; Henry, Tala; Segal, Mark
Subject: RE: Draft NAS Task Statement -- EPA points of contact

And those two contacts are Tala Henry and Mark Segal from my office. I’'ve cc’d them so that you
have their emails if you would like a call next week. Thanks.

From: Jordan, William

Sent: Monday, April 27, 2015 1:45 PM

To: Morris, Jeff; Nalubola, Ritu; Firko, Michael J - APHIS; McKalip, Doug - OSEC

Cc: Linden, Carol; Cournoyer, Patrick

Subject: RE: Draft NAS Task Statement

I'll be on travel from May 4-8. So | hope Jeff and | can find someone to work on this while we are
both out of the office. Please stay tuned for another EPA contact.

Thanks,

Bill

Sent from my Windows Phone

From: Morris, Jeff
Sent: 4/27/2015 10:27 AM
To: Nalubola, Ritu; Jordan, William; Firko, Michael J - APHIS; McKalip, Doug - OSEC

Cc: Linden, Carol; Cournovyer, Patrick
Subject: RE: Draft NAS Task Statement

Just a heads up: | will be on vacation May 1-15. So if we're not ready to have a call until after
Thursday, Bill Jordan will represent EPA. Thanks.
Jeff

From: Nalubola, Ritu [mailto:Ritu.Nalubola@fda.hhs.gov]
Sent: Monday, April 27, 2015 9:26 AM

To: Morris, Jeff; Jordan, William; Firko, Michael J - APHIS; McKalip, Doug - OSEC
Cc: Linden, Carol; Cournoyer, Patrick
Subject: RE: Draft NAS Task Statement

Refer to FDA

Ritu

From: Morris, Jeff [mailto:Morris.Jeff@epa.gov]
Sent: Monday, April 27, 2015 7:32 AM
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To: Nalubola, Ritu; Jordan, William; Firko, Michael J - APHIS; McKalip, Doug - OSEC
Subject: Draft NAS Task Statement

Ritu,

Refer to FDA

Jeff

Jeffery T. Morris, PhD

Deputy Director, Office of Pollution Prevention & Toxics
US Environmental Protection Agency

1200 Pennsylvania Avenue, NW (MC-7401M)
Washington, DC 20460

(202) 564-6756

From: Nalubola, Ritu [mailto:Ritu.Nalubola@fda.hhs.gov]
Sent: Friday, April 24, 2015 2:43 PM

To: Jordan, William; Morris, Jeff; Firko, Michael J - APHIS; McKalip, Doug - OSEC
Cc: Linden, Carol; Cournoyer, Patrick

Subject: RE: Review draft memorandum
Refer to FDA

Ritu

Ritu Nalubola, Ph.D.

Senior Policy Advisor

Office of Policy, Office of the Commissioner
U.S. Food and Drug Administration

WO32, Room 4236

Phone: 301-796-3252

Fax: 301-847-3541

Email: Ritu.Nalubola@fda.hhs.gov

From: Jordan, William [mailto:Jordan.William@epa.gov]
Sent: Monday, April 20, 2015 12:19 PM

To: Firko, Michael J - APHIS; Barbero, Robbie; Nalubola, Ritu; Costanza, Jed; Bucknall, Janet L - APHIS;
Morris, Jeff

Cc: Stebbins, Michael J.; McKalip, Doug - OSEC

Subject: RE: Review draft memorandum

Robbie —

Both EPA’s pesticide group and toxic substances group are interested in the NAS project. Jeff Morris,
the Deputy Director for the Office of Pollution Prevention and Toxics can present his group’s views,
and he will be contacting you directly about what time works for him.

Unfortunately, | have Advisory Committee meeting at both of the times you propose. Would it be
possible for me to come late in the afternoon on Friday, i.e., after 5 PM? If not, | will ask Jeff Morris
to convey my ideas.

Thanks,


mailto:Ritu.Nalubola@fda.hhs.gov
mailto:Ritu.Nalubola@fda.hhs.gov
mailto:Jordan.William@epa.gov

Bill

William Jordan

Deputy Director, Programs

Office of Pesticide Programs

U. S. Environmental Protection Agency
Phone: 703-305-1049

Fax: 703-308-4776

Mailing Address: Courier Address:

USEPA Headquarters Potomac Yards South
Clinton Building 2777 Crystal Drive

1200 Pennsylvania Ave., NW Room 12-235
Mail Code (7501P) Arlington, VA
Washington, DC 20460

From: Firko, Michael J - APHIS [mailto:Michael.J.Firko@aphis.usda.gov]
Sent: Monday, April 20, 2015 11:58 AM

To: Barbero, Robbie; 'Ritu.Nalubola@fda.hhs.gov'; 'Jed.Costanza@fda.hhs.gov'; Bucknall, Janet L -
APHIS; Jordan, William; Morris, Jeff

Cc: Stebbins, Michael J.; McKalip, Doug - OSEC

Subject: RE: Review draft memorandum

Robbie,

Refer to USDA
Refer to USDA

Mike

Michael J. Firko, Ph.D., Deputy Administrator
Animal and Plant Health Inspection Service (APHIS)
Biotechnology Regulatory Services (BRS)

United States Department of Agriculture (USDA)
4700 River Road, Unit 98

Riverdale, MD 20737

Riverdale: (301) 851-3941

DC: (202) 799-7103

mobile: (202) 230-8686


mailto:Michael.J.Firko@aphis.usda.gov

From: Cleland-Hamnett, Wendy

To: Burns, Mike; Jones, Jim

Cc: Morris, Jeff; Segal, Mark; Henry, Tala; Barone. Stan; Fort, Felecia; Lobar, Bryan
Subject: Re: NAS Biotech Study: 1AA Issuees

Date: Thursday, September 24, 2015 8:38:40 AM

(b) (5)

Sent from my iPhone

On Sep 24, 2015, at 8:35 AM, Burns, Mike <Burns.Mike@epa.gov> wrote:

Mike Burns

Chief, Planning and A ssessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273
(202) 510-6848 (mobile)
(202) 564-8170 (fax)

Begin forwarded message:

From: "Morris, Jeff" <Morris.Jeff a.gov>

Date: September 21, 2015 at 8:35:32 AM EDT

To: "Burns, Mike" <Burns.Mike: a.gov>

Cc: "Fort, Felecia' <Fort.Felecia@epa.gov>, "Segal, Mark™
<Segal.Mark a.gov>, "Lobar, Bryan" <Lobar.Bryan a.gov>,
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"Kapust, Edna’ <Kapust.Edn a.gov>
Subject: RE: NAS Biotech Study: 1AA |ssuees

From: Burns, Mike

Sent: Monday, September 21, 2015 8:23 AM

To: Morris, Jeff

Cc: Fort, Felecia; Segal, Mark; Lobar, Bryan; Kapust, Edna
Subject: NAS Biotech Study: |AA Issuees

Hi Jeff.



mailto:Kapust.Edna@epa.gov

Mike Burns

Chief, Planning and A ssessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273
(202) 510-6848 (mobile)
(202) 564-8170 (fax)


tel:(202)%20564-8273
tel:(202)%20510-6848
tel:(202)%20564-8170

From: Segal. Mark

To: Morris, Jeff

Cc: Burns, Mike

Subject: RE: NAS study

Date: Wednesday, November 04, 2015 12:53:00 PM

Given that Mike has to leave early and you aren't free, I'll call in from here. I'll ask that we
cover the NAS first. | agree with everybody that we need to start on it ASAP.

From: Morris, Jeff

Sent: Wednesday, November 04, 2015 12:49 PM

To: Segal, Mark ; Burns, Mike

Subject: RE: NAS study

You can use my office, but | have a conflict | can’t change/miss, and so will miss at least some of the
ETIPC call.

From: Segal, Mark

Sent: Wednesday, November 04, 2015 10:52 AM

To: Burns, Mike <Burns.Mike@epa.gov>

Cc: Morris, Jeff <Morris.Jeff@epa.gov>

Subject: RE: NAS study

Normally, it would be me and Jeff, plus the OPP folks. From this request, | would think it
appropriate that you be able to discuss this.

It is from 3-4. QK6

From: Burns, Mike

Sent: Wednesday, November 04, 2015 10:46 AM
To: Segal, Mark <Segal.Mark@epa.gov>

Subject: RE: NAS study

I meant, who from OPPT will be on the call. Bryan and | have not participated in the past.
Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Segal, Mark

Sent: Wednesday, November 04, 2015 10:43 AM

To: Burns, Mike <Burns.Mike@epa.gov>; Jordan, William <Jordan.William@epa.gov>
Cc: Morris, Jeff <Morris.Jeff@epa.gov>; Lobar, Bryan <Lobar.Bryan@epa.gov>
Subject: RE: NAS study

(b) (5)
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From: Burns, Mike

Sent: Wednesday, November 04, 2015 10:40 AM

To: Segal, Mark <Segal.Mark@epa.gov>; Jordan, William <Jordan.William@epa.gov>
Cc: Morris, Jeff <Morris.Jeff@epa.gov>; Lobar, Bryan <Lobar.Bryan@epa.gov>

Subject: RE: NAS study
Who is to be on the call?

b) (5)

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

202) 564-8273

202) 510-6848 (mobile)

202) 564-8170 (fax)

—_— o~ —

From: Segal, Mark

Sent: Wednesday, November 04, 2015 9:55 AM

To: Burns, Mike <Burns.Mike@epa.gov>; Jordan, William <Jordan.William@epa.gov>

Cc: Morris, Jeff <Morris.Jeff@epa.gov>

Subject: RE: NAS study

Mike,

That is informative. We'll have to determine how much we can say this afternoon. | would
suggest that we report that we have received the WP and CP and are getting ready to
evaluate it, and leave it there for today.

Thanks!

Mark Segal

202-564-7644

From: Burns, Mike

Sent: Wednesday, November 04, 2015 9:51 AM

To: Jordan, William <Jordan.William@epa.gov>

Cc: Morris, Jeff <Morris.Jeff@epa.gov>; Segal, Mark <Segal.Mark@epa.gov>

b) (5)
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Let me know if more is needed.

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Segal, Mark

Sent: Wednesday, November 04, 2015 9:39 AM

To: Jordan, William <Jordan.William@epa.gov>; Burns, Mike <Burns.Mike@epa.gov>
Cc: Morris, Jeff <Morris. Jeff@epa.gov>

Subject: RE: NAS study

I'll try to contact Bryan Lobar to get an update.

From: Jordan, William

Sent: Wednesday, November 04, 2015 9:37 AM

To: Burns, Mike <Burns.Mike @epa.gov>; Segal, Mark <Segal.Mark@epa.gov>

Cc: Morris, Jeff <Morris.Jeff@epa.gov>

Subject: FW: NAS study

Mike and Mark —

Please see the email below. Would you please let Jeff and me know where things stand with the NAS

contract.

Thanks,

Bill

William Jordan

Deputy Director, Programs

Office of Pesticide Programs

U. S. Environmental Protection Agency
Phone: 703-305-1049

Fax: 703-308-4776

Mailing Address: Courier Address:

USEPA Headquarters Potomac Yards South
Clinton Building 2777 Crystal Drive

1200 Pennsylvania Ave., NW Room 12-235
Mail Code (7501P) Arlington, VA
Washington, DC 20460

From: Barbero, Robbie [mailto:Roberto_J Barbero@ostp.eop.gov]
Sent: Wednesday, November 04, 2015 9:30 AM

To: Morris, Jeff <Morris.Jeff@epa.gov>; Jordan, William <Jordan.William @epa.gov>

Subject: NAS study

Dear Jeff and Bill,

Can either of you, or someone from EPA, please provide an update on the NAS study at today’s
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ETIPC call?
Thanks!
Robbie Barbero, Ph.D.
Assistant Director for Biological Innovation
White House Office of Science and Technology Policy
Direct: 202-456-6032
Mobile: 202-294-0190
rbarbero@ostp.eop.gov


mailto:rbarbero@ostp.eop.gov

From: Segal, Mark

To: Lobar, Bryan

Cc: Burns, Mike

Subject: RE: New Task Order 10 (formerly 11) for NAS
Date: Thursday, October 08, 2015 3:02:00 PM

From: Lobar, Bryan

Sent: Thursday, October 08, 2015 2:58 PM

To: Segal, Mark

Cc: Burns, Mike

Subject: FW: New Task Order 10 (formerly 11) for NAS
Mark

b) (5)

-Bryan

From: Lobar, Bryan

Sent: Thursday, October 08, 2015 12:06 PM

To: Segal, Mark

Subject: FW: New Task Order 10 (formerly 11) for NAS
Hi Mark,

b) (5)

-Bryan

From: Denning, Doug [mailto:DDenning@nas.edu]
Sent: Thursday, October 08, 2015 7:16 AM

To: Yates, William

Cc: Clarke, Robin; Lobar, Bryan

Subject: New Task Order 10 (formerly 11) for NAS
William:

b) (5)

|
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Doug

From: Yates, William [mailto:Yates.William@epa.gov]
Sent: Thursday, October 01, 2015 3:22 PM

To: Denning, Doug

Cc: Clarke, Robin; Lobar, Bryan

Subject: RE: New Task Order 11 for NAS

Good afternoon Doug,

b) (5)

William M Yates

Contracting Officer

Cincinnati Procurement Operations Division
513-487-2055
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From: Segal, Mark

To: Lobar, Bryan
Subject: RE: New Task Order 10 (formerly 11) for NAS
Date: Thursday, October 08, 2015 12:35:00 PM

From: Lobar, Bryan

Sent: Thursday, October 08, 2015 12:06 PM

To: Segal, Mark

Subject: FW: New Task Order 10 (formerly 11) for NAS
Hi Mark,

b) (5)

|

-Bryan

From: Denning, Doug [mailto:DDenning@nas.edu]
Sent: Thursday, October 08, 2015 7:16 AM

To: Yates, William

Cc: Clarke, Robin; Lobar, Bryan

Subject: New Task Order 10 (formerly 11) for NAS

S =
5
3

b) (5)

Doug

From: Yates, William [mailto:Yates.William@epa.gov]
Sent: Thursday, October 01, 2015 3:22 PM

To: Denning, Doug
Cc: Clarke, Robin; Lobar, Bryan
Subject: RE: New Task Order 11 for NAS

Good afternoon Doug,

b) (5)
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William M Yates
Contracting Officer
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Cincinnati Procurement Operations Division
513-487-2055



From: Segal. Mark

To: Abel, Sidney W - APHIS; Ritu.Nalubola@fda.hhs.gov
Subject: Re: NRC Biotech Study - funding

Date: Friday, August 28, 2015 8:43:58 AM

Sid and Ritu,

0000000000000
0000000000000
|
000000000000
|

b) (5)

Mark C. Segal, Ph. D.

US EPA

Office of Pollution Prevention and Toxics (7403M)
1200 Pennsylvania Ave. N. W.

Washington DC 20460

1-202-564-7644

From: Abel, Sidney W - APHIS

Sent: Thursday, August 27, 2015 4:24 PM

To: Segal, Mark

Subject: RE: NRC Biotech Study

Thanks Mark, look forward to hearing from Jeff.
id

Sid Abel

Assistant Deputy Administrator
USDA-APHIS-BRS Unit 98

4700 River Road

Riverdale, MD 20737-1236

Office Phone: (301) 851-3896, FAX: (301) 734-6352
[-Phone: (240) 338-4441

Email: Sidney.W.Abel@aphis.usda.gov

wn

http://www.aphis.usda.gov/biotechnology/index.shtml
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“This electronic message contains information generated by the USDA solely for the intended
recipients. Any unauthorized interception of this message or the use or disclosure of the
information it contains may violate the law and subject the violator to civil or criminal
penalties. If you believe you have received this message in error, please notify the sender and
delete the email immediately.”

From: Segal, Mark [mailto:Segal.Mark@epa.gov]

Sent: Wednesday, August 26, 2015 10:29 AM

To: Abel, Sidney W - APHIS

Subject: RE: NRC Biotech Study
b) (5)

‘

From: Abel, Sidney W - APHIS [mailto:Sidney.W.Abel@aphis.usda.gov]
Sent: Wednesday, August 26, 2015 10:10 AM

To: Segal, Mark

Subject: NRC Biotech Study
Mark,

b) (5)

Assistant Deputy Administrator

USDA-APHIS-BRS Unit 98

4700 River Road

Riverdale, MD 20737-1236

Office Phone: (301) 851-3896, FAX: (301) 734-6352
I-Phone: (240) 338-4441

Email: Sidney.W.Abel@aphis.usda.gov

ttp://www.aphis.usda.gov/biotechnology/index.shtml

>

“This electronic message contains information generated by the USDA solely for the intended
recipients. Any unauthorized interception of this message or the use or disclosure of the
information it contains may violate the law and subject the violator to civil or criminal
penalties. If you believe you have received this message in error, please notify the sender and
delete the email immediately.”
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From: Segal. Mark

To: Abel, Sidney W - APHIS
Subject: Re: NRC Biotech Study - funding
Date: Friday, August 28, 2015 12:48:34 PM

(b) (5)

From: Abel, Sidney W - APHIS

Sent: Friday, August 28, 2015 11:08 AM

To: Nalubola, Ritu; Segal, Mark

Cc: Linden, Carol; Kux, Leslie; Doe, Pilley T (NIH)

Subject: RE: NRC Biotech Study - funding

Thanks Mark. I'll have my folks ready to go on the IAG, who is initiating the IAG, is that being started
on your side? If so, who would be our contact?

Sid

Sid Abel

Assistant Deputy Administrator

USDA-APHIS-BRS Unit 98

4700 River Road

Riverdale, MD 20737-1236

Office Phone: (301) 851-3896, FAX: (301) 734-6352

[-Phone: (240) 338-4441

Email: Sidney.W.Abel@aphis.usda.gov

http://www.aphis.usda.gov/biotechnology/index.shtml

“This electronic message contains information generated by the USDA solely for the intended
recipients. Any unauthorized interception of this message or the use or disclosure of the
information it contains may violate the law and subject the violator to civil or criminal penalties. If
you believe you have received this message in error, please notify the sender and delete the email

immediately.”

From: Nalubola, Ritu [mailto:Ritu.Nalubola@fda.hhs.gov]
Sent: Friday, August 28, 2015 9:18 AM

To: Segal, Mark; Abel, Sidney W - APHIS

Cc: Linden, Carol; Kux, Leslie; Doe, Pilley T (NIH)
Subject: RE: NRC Biotech Study - funding

Hi Mark — thank you for this information!
Thanks!

Ritu

From: Segal, Mark [mailto:Segal.Mark@epa.gov]
Sent: Friday, August 28, 2015 8:44 AM

To: Abel, Sidney W - APHIS; Nalubola, Ritu
Subject: Re: NRC Biotech Study - funding

Sid and Ritu,

(b) (5)
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b) (5)

|

Mark C. Segal, Ph. D.

US EPA

Office of Pollution Prevention and Toxics (7403 M)
1200 Pennsylvania Ave. N. W.

Washington DC 20460

1-202-564-7644

From: Abel, Sidney W - APHIS <Sidney.W.Abel@aphis.usda.gov>

Sent: Thursday, August 27, 2015 4:24 PM

To: Segal, Mark

Subject: RE: NRC Biotech Study

id

Sid Abel

Assistant Deputy Administrator

USDA-APHIS-BRS Unit 98

4700 River Road

Riverdale, MD 20737-1236

Office Phone: (301) 851-3896, FAX: (301) 734-6352

[-Phone: (240) 338-4441

Email: Sidney.W.Abel@aphis.usda.gov

http://www.aphis.usda.gov/biotechnology/index.shtml

“This electronic message contains information generated by the USDA solely for the intended
recipients. Any unauthorized interception of this message or the use or disclosure of the
information it contains may violate the law and subject the violator to civil or criminal penalties. If
you believe you have received this message in error, please notify the sender and delete the email
immediately.”

From: Segal, Mark [mailto:Segal.Mark@epa.gov]
Sent: Wednesday, August 26, 2015 10:29 AM

To: Abel, Sidney W - APHIS
Subject: RE: NRC Biotech Study
b) (5)

[92]

|

From: Abel, Sidney W - APHIS [mailto:Sidney.W.Abel@aphis.usda.gov]
Sent: Wednesday, August 26, 2015 10:10 AM

To: Segal, Mark
Subject: NRC Biotech Study
Mark,


mailto:Sidney.W.Abel@aphis.usda.gov
mailto:Sidney.W.Abel@aphis.usda.gov
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Sid Abel

Assistant Deputy Administrator

USDA-APHIS-BRS Unit 98

4700 River Road

Riverdale, MD 20737-1236

Office Phone: (301) 851-3896, FAX: (301) 734-6352

I-Phone: (240) 338-4441

Email: Sidney.W.Abel@aphis.usda.gov

ttp://www.aphis.usda.gov/biotechnology/index.shtml

“This electronic message contains information generated by the USDA solely for the intended
recipients. Any unauthorized interception of this message or the use or disclosure of the
information it contains may violate the law and subject the violator to civil or criminal penalties. If

you believe you have received this message in error, please notify the sender and delete the email
immediately.”

=y
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From: Burns, Mike

To: Lobar, Bryan

Cc: Morris, Jeff; Segal, Mark

Subject: RE: NRC/NAS Biotech study

Date: Wednesday, September 16, 2015 1:21:20 PM

Should we copy Patrick as well? He seemed to be honchoing things through for Carol at one point.
Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)

U.S. Environmental Protection Agency

Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Lobar, Bryan

Sent: Wednesday, September 16, 2015 10:31 AM

To: Linden, Carol; Burns, Mike

Cc: Segal, Mark; Nalubola, Ritu; Morris, Jeff; Fort, Felecia
Subject: RE: NRC/NAS Biotech study

Carol:

(b) (5)

m
I_
| =

From: Linden, Carol [mailto:Carol.Linden@fda.hhs.gov]

Sent: Friday, September 11, 2015 2:26 PM

To: Burns, Mike; Lobar, Bryan

Cc: Segal, Mark; Nalubola, Ritu; Morris, Jeff; Fort, Felecia
Subject: RE: NRC/NAS Biotech study

Hello Bryan, and Mike —

Refer to FDA



mailto:/o=ExchangeLabs/ou=Exchange Administrative Group (FYDIBOHF23SPDLT)/cn=Recipients/cn=c8ecb15f83d64d1b9e03e9053df9abdd-Burns, Mike
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Refer to FDA

Carol D. Linden, Ph.D.

Director, Office of Regulatory Science and Innovation

Office of the Chief Scientist/Office of the Commissioner

Food and Drug Administration

Carol.linden@fda.hhs.gov

Phone: 301-796-8527

Executive Assistant: Diane Rose

Diane.rose@fda.hhs.gov

Phone: 301-796-8187

This e-mail message is intended for the individual or entity to which it is addressed. It may contain
privileged, confidential information that is protected from disclosure under applicable laws. If you
are not the addressee, or a person authorized to deliver the document to the addressee, please
note that you are strictly prohibited from reviewing, copying, disclosing, disseminating or
distributing this material or any other action based on the contents of this material. If you have
received this communication in error, please permanently delete this from your system
immediately. Thank you.

From: Burns, Mike [mailto:Burns.Mike@epa.gov]
Sent: Monday, August 31, 2015 6:06 PM

To: Linden, Carol
Cc: Segal, Mark; Nalubola, Ritu; Morris, Jeff; Fort, Felecia
Subject: RE: NRC/NAS Biotech study

Hi Carol, Ritu:
b) (5)

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency
Washington, DC 20460

(202) 564-8273

(202) 510-6848 (mobile)

(202) 564-8170 (fax)

From: Linden, Carol [mailto:Carol.Linden@fda.hhs.gov]
Sent: Monday, August 31, 2015 8:08 AM

To: Burns, Mike

Cc: Segal, Mark; Nalubola, Ritu; Morris, Jeff; Fort, Felecia



mailto:Carol.linden@fda.hhs.gov
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Subject: RE: NRC/NAS Biotech study

Mike — REEH R

Carol D. Linden, Ph.D.

Director, Office of Regulatory Science and Innovation

Office of the Chief Scientist/Office of the Commissioner

Food and Drug Administration

Carol.linden@fda.hhs.gov

Phone: 301-796-8527

Executive Assistant: Diane Rose

Diane.rose@fda.hhs.gov

Phone: 301-796-8187

This e-mail message is intended for the individual or entity to which it is addressed. It may contain

privileged, confidential information that is protected from disclosure under applicable laws. If you
are not the addressee, or a person authorized to deliver the document to the addressee, please
note that you are strictly prohibited from reviewing, copying, disclosing, disseminating or
distributing this material or any other action based on the contents of this material. If you have
received this communication in error, please permanently delete this from your system
immediately. Thank you.

From: Burns, Mike [mailto:Burns.Mike@epa.gov]
Sent: Friday, August 28, 2015 5:28 PM

To: Linden, Carol
Cc: Segal, Mark; Nalubola, Ritu; Morris, Jeff; Fort, Felecia
Subject: Re: NRC/NAS Biotech study

b) (5)

Mike Burns

Chief, Planning and Assessment

Office of Pollution Prevention and Toxics (OPPT)
U.S. Environmental Protection Agency


mailto:Carol.linden@fda.hhs.gov
mailto:Diane.rose@fda.hhs.gov
mailto:Burns.Mike@epa.gov

Washington, DC 20460
(202) 564-8273

(202) 510-6848 (mobile)
(202) 564-8170 (fax)

On Aug 28, 2015, at 1:47 PM, Linden, Carol <Carol.Linden@fda.hhs.gov> wrote:

Refer to FDA

Carol

Carol D. Linden, Ph.D.

Director, Office of Regulatory Science and Innovation

Office of the Chief Scientist/Office of the Commissioner

Food and Drug Administration

Carol.linden@fda.hhs.gov

Phone: 301-796-8527

Executive Assistant: Diane Rose

Diane.rose@fda.hhs.gov

Phone: 301-796-8187

This e-mail message is intended for the individual or entity to which it is addressed. It
may contain privileged, confidential information that is protected from disclosure
under applicable laws. If you are not the addressee, or a person authorized to deliver
the document to the addressee, please note that you are strictly prohibited from
reviewing, copying, disclosing, disseminating or distributing this material or any other
action based on the contents of this material. If you have received this communication
in error, please permanently delete this from your system immediately. Thank you.
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From: Mendelsohn, Mike

To: Segal. Mark
Subject: RE: Specific needs for NAS SOW
Date: Monday, September 28, 2015 9:35:36 AM

Thanks Mark. Sounds good. | was on travel last week. What did Bill suggest?

From: Segal, Mark

Sent: Monday, September 28, 2015 9:14 AM

To: Mendelsohn, Mike; Abel, Sidney ; Ritu Nalubola
Cc: Morris, Jeff; Burns, Mike; McNally, Robert
Subject: RE: Specific needs for NAS SOW

Mike,

(b) (5)

Mark Segal
202-564-7644

From: Mendelsohn, Mike

Sent: Monday, September 28, 2015 9:09 AM
To: Segal, Mark; Abel, Sidney ; Ritu Nalubola
Cc: Morris, Jeff; Burns, Mike; McNally, Robert
Subject: RE: Specific needs for NAS SOW
Mark,

| have a 1pm mtg, otherwise I'm free today.
Mike

From: Segal, Mark

Sent: Monday, September 28, 2015 8:46 AM

To: Abel, Sidney ; Ritu Nalubola; Mendelsohn, Mike
Cc: Morris, Jeff; Burns, Mike

Subject: Specific needs for NAS SOW

Mike, Sid and Ritu,

b) (5)

Thanks.

From: Lobar, Bryan

Sent: Thursday, September 24, 2015 5:45 PM

To: Burns, Mike

Subject: Additional information needed for Contract Task Order SOW for NAS Biotechnology
Regulation Study

Mike:

b) (5)
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Bryan Lobar

Planning and Assessment
Pollution Prevention and Toxics
202-564-7378

Mark Segal, Ph. D.

1200 Pennsylvania Ave., N.W.
7403M

Washington DC 20460

PH 202-564-7644



From: Segal. Mark

To: Morris, Jeff

Subject: RE: Update on NAS Biotech Contract
Date: Thursday, August 27, 2015 2:04:00 PM
Jeff,

Mark Segal, Ph.D.
segal.mark@epa.gov

202-564-7644

From: Morris, Jeff

Sent: Tuesday, August 25, 2015 3:28 PM

To: Burns, Mike

Cc: Fort, Felecia; Segal, Mark

Subject: Update on NAS Biotech Contract

When: Thursday, August 27, 2015 3:30 PM-4:00 PM (UTC-05:00) Eastern Time (US & Canada).
Where: Jeff's office

Purpose: Status update on contract for NAS study of interagency coordination of
biotechnology regulation.
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From: Segal. Mark

To: Lobar, Bryan
Subject: RE: Voicemail
Date: Monday, November 16, 2015 7:21:00 AM

If it was from me it probably was an old message [(QEQIEG

From: Lobar, Bryan

Sent: Friday, November 13, 2015 8:00 AM

To: Segal, Mark

Subject: Voicemail

Hi Mark,

| just noticed a voicemail on my home answering machine that sounds like it was from you,
]
|

Bryan Lobar

Planning and Assessment

Pollution Prevention and Toxics
202-564-7378
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Sarah Carter called on behalf of the NAS committee, for whom she is a contractor.

Wanted some clarifications about the TSCA biotech program. [(QKE)]
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